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LEGISLATION AND REGULATION COMMITTEE REPORT AND ACTION 
Report of the Legislation and Regulation Committee Meeting of January 7, 2009 

A. REGULATION REPORT AND ACTION 

1. Regulations Adopted by the Board 

Action Required - Action to Amend Title 16 CCR Section 1760 - Disciplinary 
Guidelines 

Attachment A-1 
Committee Recommendation - Move forward with a 1S-day notice as 
recommended by staff. 

Proposed Amendment to Title 16 CCR §1760 - Disciplinary Guidelines 

At the April 2008 Board Meeting, the board voted to adopt a regulation change to 
amend Title 16 CCR §1760 - Disciplinary Guidelines. During discussion at this 
Board Meeting, counsel recommended that the board add several responses to 
comments submitted during the written comment period. Staff received these 
comments and included responses in the completed rulemaking, which was 
submitted to the Department of Consumer Affairs (department) on September 12, 
2008. 

While the department did approve this regulation, State and Consumer Services 
Agency (agency) is concerned about the "Option" language relating to automatic 
revocation when a probationer fails to submit cost recovery as mandated. As a 
result, it is being brought back to the board for further consideration. 

To allow the board to continue to pursue the regulation change and obtain agency 
approval that will be required to move forward with the regulation, the board will 
need to (1) withdraw the rulemaking and begin over or (2) seek a 15-day notice 
removing this specific term. Either action will require a vote from the full board at the 
January 2009 Board Meeting to proceed. 
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Below is the term in question. The objection raised is to the "Option" language. 

As a condition precedent to successful completion of probation, respondent shall pay to the 
board its costs of investigation and prosecution in the amount of $ . Respondent 
shall make said payments as follows: . There shall be no deviation from this 
schedule absent prior written approval by the board or its designee. Failure to pay costs by 
the deadline(s) as directed shall be considered a violation of probation. 
The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility 
to reimburse the board its costs of investigation and prosecution. 

Option: If respondent fails to make any payment by the directed deadline(s), the stay shall 
terminate and the license shall be revoked without further notice or opportunity to be heard. 

2. Action Required -- Action to Repeal Title 16 CCR Sections 1716.1 and 1716.2, 
Adopt Sections 1735-1735.8, and Amend Sections 1751-1751.8 Regarding 
Requirements for Pharmacy Compounding and Sterile Injectable Compounding 

Attachment A-2 

Subcommittee Recommendation - To amend § 1735.3 as proposed in the 
rule making to include the following: [Full text provided in Attachment 1] 

(a)(6) The manufacturer and lot number of each component. If the 
manufacturer name is demonstrably unavailable. the name of the supplier 
may be substituted. Exempt from the requirements in this paragraph are 
sterile products compounded on a one-time basis for administration within 
two hours to an inpatient in a health care facility licensed under section 1250 
ofthe Health and Safety Code. 

Currently, pharmacy law provides the authority for a pharmacist to compound drug 
products as well as compound sterile injectable products. As required in Business 
and Professions Code section 4127, the board adopted regulations to implement the 
proviSions for pharmacies that compound sterile injectable products. There are no 
similar provisions in regulation to detail the requirements for pharmacies that 
complete general compounding. This proposal would establish guidelines to provide 
uniformity in compounding for California consumers. 

The 45-day comment period began in September 2008 and a regulation hearing was 
held at the October 2008 Board Meeting. At the conclusion of the regulation 
hearing, the board voted to create a subcommittee of two board members to work 
with staff and fully consider all comments received both orally and in writing. 



3. Regulations Previously Adopted by the Board - No Action Required 

a. 	 INFORMA TlON ONL Y - Amend Title 16 CCR §1773 and Adopt § 1773.5 ­
Establishment of an Ethics Course as an Optional Enforcement Component for 
Discipline 

Attachment A-3 

In April 2007, the board established a subcommittee to examine the 
development of an ethics course for pharmacists as an enforcement option as 
part of discipline. Based on the work of this subcommittee, the subcommittee 
recommended to the full the board that it vote to create a program similar to 
the program used by the Medical Board. This proposal would establish in 
regulation the minimum requirements for the ethics program. These minimum 
requirements are designed to better guide the board and licensees in the 
selection of an ethics course and to ensure that the course will satisfy the 
minimum requirements intended in the section. This proposal will provide 
licensees with the necessary information to assist in their rehabilitation. 

The board determined that minimum requirements are necessary, based on 
testimony received during the October 2007 Board Meeting. During the 
meeting, the board received testimony from the Institute for Medical Quality 
(IMQ), the course provider for the Medical Board's ethics course. The board 
determined that a minimum of 14 direct contact hours is appropriate to allow 
for case presentations, group discussion and experiential exercises and role­
playing to ensure sufficient time to discuss and evaluate situations. In addition, 
based on the recommendation of the IMQ, the board's proposal incorporated 
an additional 8 hours of time to allow the pharmacist to complete self-reflection 
on the decisions made that led to the violations and ultimate referral to the 
program and post-classroom instruction for up to one year. This self-reflection 
includes completing questions as part of a background assessment. The two 
post-course longitudinal studies ensure that the pharmacist has successfully 
internalized the necessary changes to prevent future violations resulting from 
unethical behavior. 

During the October 2008 board meeting, the board held a regulation hearing 
on the proposed changes. At the conclusion, the board directed staff to take 
all steps necessary to complete the rulemaking process, including the 
preparation of modified text for an additional 15-day comment period and to 
take specific action if no adverse comments were received. 

Amendment: 
Change the word "medicine" to "pharmacy" at proposed §1773.5(a)(S)(B) 

If, after the is-day public comment period, no adverse comments are received, 
authorize the Executive Officer to make any non-substantive changes to the 
proposed regulations before completing the rulemaking process, and adopt 
amendments to §1773 as filed and adopt §1773.S ofthe proposed regulations 
with this modified text. 

The 15-day comment period is over and no additional comments were 
received. Board staff will begin compiling the rulemaking and will submit it to 
the department during the first quarter of 2009. 



b. 	 INFORMATION ONLY - Amend Title 16 CCR §1715 - Self Assessment Forms 
for Community and Inpatient Pharmacies 

Section 1715 establishes requirements for the pharmacist-in-charge (PIC) of a 
licensed pharmacy to complete a self-assessment form to ensure compliance 
with pharmacy law. 

These self-assessment forms are designed to assist pharmacies in increasing 
their compliance with legal requirements and, therefore, increase public safety. 
Additionally, the forms make the pharmacy inspection process more 
meaningful and provide relevant information to pharmacies and their PIC. 

The law requires that the self-assessment form be completed by July 1 of 
every odd numbered year as well as whenever a change in the PIC occurs. 

As these forms are incorporated by reference in section 1715, the board must 
pursue a regulation change to require use of the updated forms. 

At the October 2008 Board meeting, the board voted to pursue section 100 
changes to update the forms. Board staff will be pursuing the section 100 
changes the first quarter of 2009 to ensure approval in advance of the July 1, 
2009 completion date. 

c. 	 INFORMA TlON ONL Y - Amend Title 16 CCR § 1784 - Self Assessment Form 
for Wholesalers 

Section 1784 establishes the requirement for the designated representative-in­
charge (ORC) of a licensed wholesaler to complete a self-assessment form to 
ensure compliance with pharmacy law. These self-assessment forms are 
designed to assist wholesalers in increasing their compliance with legal 
requirements and, therefore, increase public safety as a result of this 
compliance. Additionally, the forms make the inspection process more 
meaningful and provide relevant information to wholesalers and their ORC. 

The law requires that the self-assessment form be completed by July 1 of 
every odd numbered year as well as whenever a change in the ORC occurs. 

As this form is incorporated by reference in section 1784 the board must 
pursue a regulation change to require use of the updated form. 

At the October 2008 Board meeting, the board voted to pursue section 100 
changes to update the form. Board staff will be pursuing the section 100 
changes the first quarter of 2009 to ensure approval in advance of the July 1, 
2009 completion date. 



4. Board Approved Regulations Awaiting Notice - No Action Required 

a. INFORMATION ONLY - Proposed Addition to Title 16 CCR §1785­
Self-Assessment of a Veterinary Food-Animal Drug Retailer 

Attachment A-4 

The adoption of Section 1785 of the California Code of Regulations would 
establish a self-assessment form for veterinary food-animal drug retailers and 
require the designated representative-in-charge to complete this form to 
ensure compliance with pharmacy law. This form would also aid these 
licensees in complying with legal requirements of their operations and 
therefore increase public safety as a result of this compliance. 

The draft form was reviewed and approved at the September 2007 
Enforcement Committee Meeting. During the October 2007 Board Meeting, 
the board voted to approve the regulation for the 45-day comment period. 

The Licensing Committee is completing a program review of the Veterinary 
Food-Animal Drug Retailer program. A copy of the draft language and form is 
provided in Attachment 3; however, board staff do not anticipate proceeding 
with this regulation change until the licensing Committee completes its review 
of the Veterinary Food-Animal Drug Program for possible changes. 

b. 	 INFORMATION ONL Y- Proposed Adoption of Title 16 CCR §1751.8­
Accreditation Agencies for Pharmacies that Compound Sterile Injectable Drug 
Products Attachment A-5 

Business and Professions Code section 4127.1 requires a separate license to 
compound sterile injectable drug products. Section 4127. 1 (d) provides 
exemptions to the licensing requirement for pharmacies that have current 
accreditation from the Joint Commission on Accreditation of Healthcare 
Organizations, or other private accreditation agencies approved by the board. 
Since the inception of this statute, the board has approved two such agencies. 

This proposed regulation would specify the criteria the board uses to evaluate 
these agencies. 

c. 	 Proposed Amendment to Title 16 CCR §§1721 and 1723.1 - Dishonest 
Conduct on a Pharmacist Licensure Examination/Confidentiality 

Attachment A-6 

At the October 2007 Board Meeting, the board voted to approve proposed 
amendments to Title 16 CCR §§ 1721 and 1723.1 that would strengthen the 
penalty an applicant would incur for dishonest conduct during an examination 
as well as further clarify the penalty an applicant would incur for conveying or 
exposing any part of the licensing examination. 



This recommendation was generated from the board's Competency 
Committee, which is responsible for the development of the CPJE examination. 
According to the board's current exam psychometrician, the cost to generate a 
new test item is $2,000/item. Compromised test items pose not only a financial 
loss to the board, but also inhibit the board's ability to test for minimum 
competency, and if an otherwise incompetent applicant passes the exam 
because the exam has been compromised, such a breach is a public safety 
issue. 

5. 	 Regulations Under Development - No Action Required 

a. 	 INFORMATION ONLY - Proposed Amendment to Title 16 CCR §17BO­
Update the USP Standards Reference Material 

Title 16 CCR § 17BO sets minimum standards for drug wholesalers. Section 
17BO(b) references the 1990 edition of the United States Pharmacopeia (USP) 
Standards for temperature and humidity. The USP Standards is updated and 
published annually. Consequently, this section requires an amendment to 
CCR § 17BO(b) to reflect the 2005 version of the publication and to hold 
wholesalers accountable to the latest standards if determined appropriate. 

Because of stated concerns about whether referencing the 2005 USP 
standards is an unreasonable burden on wholesalers, the board voted at the 
October 200B Board Meeting to address the issue of updating the USP 
Standards reference materials within this section. 

President Ken Schell and Committee Chair Bob Graul are serving on the 
subcommittee and will be working with board staff and industry to address 
potential concerns. To that end, at the January 2009 Legislation and 
Regulation Committee Meeting, Chairman Garul requested volunteers to work 
with the subcommittee. Kaiser, California Society of Health-Systems 
Pharmacist and Western Medical Center Santa Monica will have 
representatives on the subcommittee. Ms. Giny Herold will also contact HDMA 
for volunteers. 

b. 	 INFORMATION ONLY - Proposed Amendment to Title 16 CCR §1732.2­
Continuing Education for Competency Committee Members 

At the October 200B Board Meeting, the board voted to award to Competency 
Committee members up to six hours of continuing education (CE) credit 
annually to complete on-line review of examination questions should the 
committee member not seek reimbursement from the board for their time 
associated with this function. 

Competency Committee members serve as the board's subject matter experts 
for the development of the California Practice Standards and Jurisprudence 
Examination for Pharmacists (CPJE). A committee member's term is generally 
about eight years. 



Annually, committee members attend approximately 3-4 two-day meetings to 
assist in examination development. Each two-day meeting consists of 
approximately 2-4 hours of preparation time in addition to 16 hours of meeting 
time. Committee members also participate in 2-4 writing assignments based 
on the examination development need. Committee members spend 
approximately 50-80 hours preparing for and attending committee meetings on 
an annual basis in addition to multiple writing assignments and are 
compensated for time and travel. 

One of the core functions of this committee is to complete an on-line review of 
all test questions prior to administration. As the test questions cover all 
aspects of pharmacy practice and law, this on-line review requires a significant 
amount of committee time to research items and confirm that a question and 
answer are valid. Given this, the committee requests that the board award up 
to six hours of CE annually for members that complete this on-line review. 
(Typically, committee members are not compensated for their time to complete 
this function. If a committee member is seeking reimbursement for this time, 
however, continuing education will not be awarded.) 

Current pharmacy law requires pharmacists to earn 30 hours of approved CE 
every two years as a condition of license renewal. Currently, pharmacists can 
earn CE 

• 	 Offered by approved providers (ACPE and the Pharmacy Foundation of 
California -16 CCR 1732.05) 

• 	 Approved by Medical Board, Board of Podiatric Medicine, Board of 
Registered Nursing or Dental Board, if relevant to pharmacy practice 
(16 CCR 1732.2), and/or 

• 	 By petition of an individual pharmacist for a course that meets board 
standards for CE for pharmacists (16 CCR 1732.2) 

Additionally, the board will award CE for 
• 	 Attending one board meeting annually (6 hours of CE) 
• 	 Attending two committee meetings annually (2 hours of CE for each 

meeting, must be different committee meetings), and 
• 	 Completing the PSAM, which is administered by the National 


Association of Boards of Pharmacy (6 hours of CE) 


Board staff will be drafting regulation language for board consideration. 



Attachment A-1 

Proposed Amendment to Title 16 CCR § 1760 Disciplinary Guidelines 

(Text follows next page) 
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DEPARTMENT OF CONSUMER AFFAIRS 

STATE BOARD OF PHARMACY 


DISCIPLINARY GUIDELINES 

(Rev. -1J2.OO1.10/2007) 


INTRODUCTION 

The Board of Pharmacy (board) is responsible for the enforcement of statutes and regulations 
related to the practice of pharmacy (the Pharmacy Law) and to the regulation of controlled 
substances (the Uniform Controlled Substances Act). The board serves the public by: 

o 	 protecting the health, safety, and welfare of the people of California with integrity and 
honesty; 

o 	 advocating the highest quality of affordable pharmaceutical care; 

o 	 providing the best available information on pharmaceutical care; and 

o 	 promoting education, wellness and quality of life. 

Pharmacists are patient advocates who provide pharmaceutical care and exercise clinical 
judgment for the citizens of California, enlightening them about their drug therapy through 
effective communicating and listening, assessing, collaborating, understanding and intervening. 
lfl-addilioR-;-€J;nforcement officials are-pr.()\Iided-tlle-reseuFGe&-to-act quickly, conSistently and 
efficiently in the public'S interest to ensure the safe, effective deliverv of these services. 

The board recognizes the importance of ensuring the safe and effective delivery of dangerous 
drugs and controlled substances for therapeutic purposes. At the same time, and given the 
historical and current abuse and diversion of drugs, particularly controlled substances, the 
board believes there should be no tolerance for licensees who traffic in drugs or who, in the 
absence of appropriate evidence of rehabilitation, personally abuse drugs or alCOhol. 

In accordance with seGiioo-Section 1760 of the California Code of Regulations, the board has 
produced this booklet for those involved in and affected by the disciplinary process: the general 
public, attorneys from the Office of the Attorney General, administrative law judges from the 
Office of Administrative Hearings, defense attorneys, board licensees, the courts, board staff 
and board members who review and vote on proposed deciSions and stipulations. 

These guidelines are to be followed in Board of Pharmacy disciplinary actions. Subject to 
judicial review, the +!le-board has the final authority over the disposition of its cases, and, to 
complete its work, it uses the services of the Office of the Attorney General and the Office of 
Administrative Hearings. The board recognizes that individual cases may necessitate a 
departure from these guidelines. In such cases, the mitigating or aggravating circumstances 
shall be detailed in any proposed decision or any transmittal memorandum accompanying a 
proposed stipulation, especially where Category III violations are involved. 

:r.Jle-boartl..f:las-fOORd-tRat-aGGWSatioflS-afe-farely..fi/eG-exGepHfl..serieus-Gase&.-ln general, the 
position of the board is that revocation should always be an option whenever grounds for 

discipline are found to exist. Board policy is that revocation is generally an appropriate order 
where a respondent is in default, such as when he or she fails to file a notice of defense or fails 
to appear at a disciplinary hearing. 

Board policy is that a suspension, where imposed, should be at least 30 days for an individual 
and at least 14 days for a licensed premises. 

The board seeks recovery of all investigative and prosecution costs up to the hearing in all 
disciplinary cases. This includes all charges of the Office of the Attorney General, including, 
but not limited to, those for legal services, and includes charges by expert consultants. The 
board believes that the burden of paying for disciplinary cases should fall on those whose 
conduct requires investigation and prosecution, not upon the profession as a whole. 

The board recognizes there may be situations where an individual licensee deserves a stronger 
penalty than the pharmacy for which he or she works, but the board also believes in holding a 
pharmacy owner manager, and/or pharmacist-in-charge responsible for the acts of tRoo 
emj3leyees-whe-aperate-lhe-pharmacy personnel. Similarly, the board recognizes that in some 
cases a licensed premises may well be more culpable than any individual licensed by or 
registered with the board. 

For purposes of these guidelines "board" includes the board and!-or its designees. 
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FACTORS TO BE CONSIDERED IN DETERMINING PENALTIES 

Section 4300 of the Business and Professions Code provides that the board may discipline the 
holder of, and suspend or revoke, any certificate, license or permit issued by the board. 

In determining whether the minimum, maximum, or an intermediate penalty is to be imposed in 
a given case, factors such as the follOwing should be considered: 

1. 	 actual or potential harm to the public 
2. 	 actual or potential harm to any consumer 
3. 	 prior disciplinary record, including level of compliance with disCiplinary order(s) 
4. 	 priorwarning.csl~, including but not limited to citation(s) and fine(s), letter(s) 

of admonishment. and/or correction notice(s) 
5. 	 number and/or variety of current violations 
6. 	 nature and severity of the act(s), offense(s) or crime(s) under consideration 
7. aggravating evidence 

~mitigating evidence 

&9. rehabilitation evidence 

~10. compliance with terms of any criminal sentence, parole or probation 

·1{),11. overall criminal record 

~12. if applicable, evidence of proceedings for case being set aside and dismissed 


pursuant to seGliGfl-Section 1203.4 of the Penal Code 
~13. time passed since the act(s) or offense(s) 
~-3,14. whether the conduct was intentional or negligent, demonstrated incompetence, or, if 

the respondent is being held to account for conduct committed by another, the 

respondent had knowledge of or knowingly participated in such conduct 


44,.15. financial benefit to the respondent from the misconduct. 


No single one or combination of the above factors is required to justify the minimum and/or 
maximum penalty in a given case. as opposed to an intermediate one. 

Deletions to the regulatory text are indicated by double strike~through, thus: Jalsts I r81lft 88S. Additions t 0 the regulatory 
text are indicated by a dOUble underli ne, thus: added la npyage 

MITIGATING EVIDENCE 

A respondent is permitted to present mitigating circumstances at a hearing or in the settlement 
process and has the burden of demonstrating any rehabilitative or corrective measures he or 
she has taken. The board does not intend, by the following references to written statements, 
letters, and reports, to waive any evidentiary objections to the form or admissibility of such 
evidence. The respondent must produce admissible evidence in the form required by law in the 
absence of a stipulation to admissibility by the complainant. 

The following are examples of appropriate evidence a respondent may submit to demonstrate 
his or her rehabilitative efforts and competency: 

a. 	 Recent, dated written statements and/or performance evaluations from persons in 
positions of authority who have on-the-job knowledge of the respondent's current 
competence in the practice of pharmacy including the period of time and capacity in 
which the person worked with the respondent. Such reports must be signed under 
penalty of perjury and will be subject to verification by board staff. 

b. 	 Recent, dated letters from counselors regarding the respondent's participation in a 
rehabilitation or recovery program which should include at least a description and 
requirements of the program, a psychologist's diagnosis of the condition and current 
state of recovery. and the psychologist's basis for determining rehabilitation. Such 
letters and reports will be subject to verification by board staff. 

c. 	 Recent, dated letters describing the respondent's participation in support groups, (e.g., 
AlcohOlics Anonymous, Narcotics Anonymous, professional support groups, etc.). 
Such letters and reports will be subject to verification by board staff. 

d. 	 Recent, dated laboratory analyses or drug screen reports, confirming abstention from 
drugs and alcohol. Such analyses and reports will be subject to verification by board 
staff. 

e. 	 Recent, dated physical examination or assessment report by a licensed physician, 
confirming the absence of any physical impairment that would prohibit the respondent 
from practicing safely. Such assessments and reports will be subject to verification by 
board staff. 

f. 	 Recent, dated letters from probation or parole officers regarding the respondent's 
participation in and/or compliance with terms and conditions of probation or parole. 
which should include at least a description of the terms and conditions, and the 
officer's basis for determining compliance. Such letters and reports will be subject to 
verification by board staff. 

Deletions to the regulatory text are indicated by double strike-through, thus: del eta J 18 e II ft II. Additionsto the regulatory 
text are indicated by a double underli ne, thus: added la nguare 



.~:.~-~:-

TERMS OF PROBATION - PHARMACIST/INTERN PHARMACIST 

A minimum three-year probation period has been established by the board as appropriate in 
most cases where probation is imposed. A minimum five-year probation period has been 
established by the board as appropriate where self-administration or diversion of controlled 
substances is involved. Terms and conditions are imposed to provide consumer protection and 
to allow the probationer to demonstrate rehabilitation. A suspension period may also be 
required as part of the probation order. The board prefers that any stayed order be for 
revocation rather than for some period of suspension. 

Probation conditions are divided into two categories: (1) standard conditions that shall appear 
in a#-a•...!!..Probation cases, and (2) optional conditions that depend on the nature and . 
circumstances of a particular case. These conditions may vary depending on the nature of the 
offense(s). 

The board may also impose any other condition appropriate to the case where the condition is 
not contrary to public policy. 

CATEGORIES OF VIOLATIONS AND RECOMMENDED PENALTIES 

The California Pharmacy Law specifies the identifies offenses for which the board may take 
disciplinary action against the license. +he-fG1!ewiflg-ar~€§Gfies.Gf.viGlatiefls-used-by-the 
beafG.ifl-deteFmining appropriate disGiplinary penalties. Included among grounds for discipline 
are violations of the Pharmacv Law itself, violations of regulations promulgated by the board, 
and violations of other state or federal statutes or regulations. 

The following are categories of possible violations used by the board to determine appropriate 
disciplinarv penalties. These categories represent the judgment of the board as to the 
perceived seriousness of particular offenses. 

Under each categorv, the board has grouped statutes and regulations where violations would 
tvpically merit the recommended range of minimum to maximum penalties for that categorv. 
These lists are representative, and are not intended to be comprehensive or exclusive. Where 
a violation not included in these lists is a basis for disciplinarv action, the appropriate penalty for 
that violation may be best derived by comparison to any analogous violation(s) that are 
included. Where no such analogous violation is listed. the categorv descriptions may be 
conSUlted. 

These categories assume a single violation of each listed statute or regulation. For multiple 
violations, the appropriate penaltv shall increase accordingly. Moreover. if an individual has 
committed violations in more than one categorv, the minimum and maximum penalties shall be 
those recommended in the highest categorv. 

The board also has the authority, pursuant to Business and Professions Code section 4301 (n), 
to impose discipline based on disciplinary action taken by another jurisdiction. The discipline 
imposed by the board will depend on the discipline imposed by the other jurisdiction, the extent 
of the respondent's compliance wtth the terms of that discipline, the nature of the conduct for 
which the discipline was imposed, and other factors set forth in these guidelines. 
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CATEGORY I 

Minimum: 	 Revocation; Revocation stayed; one year probation. All standard terms and 
conditions shall be included and optional terms and conditions as appropriate. 

Maximum: 	 Revocation 

Category I discipline is recommended for: 
violations which are relatively minor but are potentially harmful 
repeated violations of a relatively minor nature: 

Violations of the following codes are as-fellewsrepresentative of this categorv: 
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BUSINESS AND PROFESSIONS CODE 

Article 3. Scope ofPractice and Exemptions 

4052.1 	 Skin Puncture by Pharmacist; Conditions Permitting 
4052.5 	 Pharmacist May Select Different Form of Medication with Same Active Chemical 

Ingredients: Exceptions 

4052.7 Repackage Previously Dispensed Drugs: Requirements 

4053 Exemptee SupervisieRQ!: of Manufacturers, Wholesalers, and licensed 


haooralories;-VeteFinary Food Animal-Qfu€l-RetaHersetc.: Requirements 
4054 aYpplyirlg-9ialysis Dru€lsSupply by Manufacturer, etc. of Certain Dialysis Drugs and 

Devices 
4055 Sale of Devices to Licensed Clinics, etc. 
4056 ~t-IWspilalsPurchase of Drugs at Wholesale - Hospital Containing 100 Beds 

or Less 

4057 Exempt ArticlesExceptions to Application of this Chapter 

4058 License to ee DisplayedDisplay of Original License 

4062 F-ur.flishiA@-DFI!gs-durln~encyFurnishing Dangerous Drugs During 


Emergencv 
4064 Emergency Refills of Prescription Without Prescription Authorization 
4065 Administration-through Injection Card Systomlnjection Card System: Reguirements 

of Administration 
4066 Furnishing to Ocean Vessel Furnishing Dangerous Drugs to Master or First Officer 

of Vessel 
4068 Dispense Dangerous Drug or Controlled Substance to Emergency Room Patient; 

Reguirements 

Article 4. Requiremmts for Prescription 

4070 Reduction of Oral or Electronic Prescription to Writing 
4071 Prescrieer's Agent TransFllittiA@-PfesoriptieRsPrescriber May Authorize Agent to 

Transmit Prescription· Schedule II Excluded 
4072 :r-fansFllittin(l Prescriptions-ffOFfl-a-Flealth Care FaGiJityOral or Electronic 

Transmission of Prescription - Health Care Facility 
4073 gFII§-P~eIeGtierlSubstitution of Generic Drug - Reguirements and 

Exceptions 
4074 b}r.j,j(l WarningsDrug Risk: Informing Patient; Providing Consultation for Discharge 

Medications 
4076 PfesoriptioA-babel-RequiFeFl1enlsPrescription Container - Requirements for 

Labeling 
4077 habeliA€lDispensing Dangerous Drug in Incorrectly Labeled Container 

Article 5. Authority of Inspectors 

4082 	 lnforfAatioo-aoeut-P-ersonneINames of Owners. Managers and Employees Open for 
Inspection 

Deletions to the regulatory text are Indicated by double strike-through, thus: elalete II lilAftUae8. Additions t 0 the regulatory 
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Article 6. General Requirements 

4100 Chanqe of Name-ef-Address or Name - Notification to Board 

4102 Skin Puncture fer Patient Training 

4103 Blood Pressure Measurement-- Taking by Pharmacist 


Article 7. Pharma;ies 

4114 Intern Pharmacist-AGtivities: Activities Permitted 
4119 EFIlergenGY Kit for Licensed F4ealth Care FacifitiesFurnish Prescription Drug to 

Licensed Health Care Facility - Secured 
4119.1 Pharmacy May Provide Services to Health Facility 
4119.5 TransferfiAg-Gr-Repackin(l-9rugsTransfer or Repackaging Dangerous Drugs by 

Pharmacy 
4121 Prescription-Prlce-Adverttstn@Advertisement for Prescription Drug: Requirements; 

Restrictions 
4122 	 Re"lllests-for-Pr-eSGfiptiefl...Prioo-informatieARequired Notice at Availability of 

Prescription Price Information, General Product Availability Pharmacy Services; 
Providing Drug Price Information; Limitations on Price Information Requests 

4123 	 PharFllaGY contracts for CeFllpounding ef Parenteral-9ru!JsCompounding Drug for 
Other Pharmacy for Parenteral Therapy: Notice to Board 

4124 	 Centact lens DispensingDispensing Replacement Contact Lenses: Requirements: 
Patient Warnings; Registration with Medical Board; Application of Section to 
Nonresident Pharmacies 

Article 9. Hypodennic Needles and Syringes 

4141 license RequiredFurnishing Without License 
4142 Prescription Required 
4143 Exemption: VVholesale Sales Sale to Other Entity Physician, etc. 
4144 ExsFllptien: Industrial Useslndustrial Use Exception 
4145 €xem~man-tJnsuliF\i-AGfenaline)-er-AnimaI-UseException: Furnishing for 

Administration of Insulin, Adrenaline, or Specified Animal Uses: Conditions 
4146 F4ypedermic Register 
4148 Confiscation if Found Outside Licensed Premises 
4149 NenresiElent Sale by Distributor 

Article 10. Phannacy Corporations 

4151 Licensure Requirements fGr-Sharehelders,flir-eGtor-s,and-GfflG9fS 
4152 Corporate Name Requirements 
4153 Shareholder Income While Disqualified 
4156 Unprofessional Conduct by Corporation 

Article 11. WholesalErS and Manufacturers 

4161 	 Out ef State ManyfactYrer orNonresident Wholesaler: When License Required; 
Application 

4162 Registratien---Agentlssuance or Renewal of Wholesaler License; Surety Bond 
4163 SaJes..te-Unauthorized J2efsensFurnishing by Manufacturer or Wholesaler 
4165 Sale or Transfer of Dangerous Drug or Device Into State: Furnishing Records to 
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Authorized Officer on Demand: Citation for Non-compliance 
4166 RaspGRsibility Until Deli'lePjShipping of Dangerous Drugs or Devices - Wholesaler 

or Distributor 
4167 	 Saf-Gn Obtaining More Than Can Be Stored on lioensed PremisesWholesaler: Bar 

on Obtaining Dangerous Drugs or Devices It Cannot Maintain on Licensed 
Premises 

Article 13. Non-Profit or Free Clinics 

4180 	 hioense-Re({UifeG-t/llGn Profit, eta Clinios)purchase of Drugs at Wholesale Onlv with 
License: Eligible Clinics 


4181 License Requirements; Policies and Procedures: Who May Dispense 

4182 AppIiGation;-Gensulting-P-harmaGis\Outies of Professional Director: Consulting 


Pharmacist Required 
4183 No Medi-Gal-Professional Dispensing Fee 
4184 NG-SoheOOle-ll-Dispensing Schedule II Substance Prohibited 
4186 Professional-DifeGlGfAutomated Drug Delivery Systems 

Article 14. Surgcal Clinics 

4190 Purchase of Drugs at Wholesale: Permitted Uses of Drugs: Required Records and 
Policies; License Required (SurgiGal CliniG) 

4191 hiGonse RequirementsCompliance with Department of Health Services 
Requirements: Who May Dispense Drugs 

4192 	 Duties of Professional Director; Providing Information to Board 
4193 Clinic Not Eligible for Professional Ne-Medl-Gal-Dispensing Fee: Ban on Offering 

Drugs for Sale 
4194 Ne-SGhedule-ll-Dispensing of Schedule II Substance by Clinic Prohibited; Physician 

May Dispense: Administration Authorized in Clinic 

Article 15. VeErinal)' Food-Animal Drug RetailelS 

4196 	 License Requiredf~ Temporary License; SeGurity on Transfer of Ownership: Persons 
Authorized in Storage Area 

4197 	 Minimum Standards;-Waiver: Security: Sanitation: Board Regulations; Waivers 
4198 	 Written Policies and Procedures Reguired:f Contents; Training of Personnel; 

Quality Assurance; Consulting Pharmacist 

Article 17. Cootinuing Education 

4231 Renewal-Requirements for Renewal of Pharmacist License: Clock Hours; 
Exemption for New Licensee 

4232 GeIJfS&Content of Course 

Article 18. Poisons 

4240 	 Application of Act 

Article 20. Protibitions and Offenses 

Deletions tathe regulatory text are indicated by double strike-through, thus: dslstlld III e 28. Additions to the regulatory 
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4341 MveFtising-in-GemplianGe-With-SeGlio~Advertisement of Prescription Drugs 
or Devices 

4343 Yse-ef-Sign-\vit!l-!!p--flaffRaoy!!-tlr Similar TermsBuildings: Prohibition Against Use of 
Certain Signs Unless Licensed Pharmacy Within 

CALIFORNIA CODE OF REGULATIONS, TITLE 16 

1704 	 Change of Addressaddress reporting a change of address 
1705 	 Notification of Bankruptcy, Receivership or Liquidation-fejlGfling-the-sale, 

inventory and 10Gation of reGoras of dangerous drugs by a pharmaGY, '....holesaJeH)r 
manufaGturer in-llankRlj3tGy 

1708.2 	 Discontinuance of Businessbusiness netiliGation to beafd..Gf-a..GisGeRtinuance-of 
business and submissi9fK)F-af)f*'Gpfiate-feffflS 


1708.4 Pharmacist hJ::!andling rRadioactive dQrug§. treining of a nUGI~harmaGist 

1708.5 Pharmacy Furnishing Radioactive Drugs nuGiear phafRfl3G)'-Fequirements 

1709 Names of Owners and Pharmacist in ChargephaFfRaeist in ehaF€le f9'1blired 


iflfGffRaiiefl.en-a-pharffiaG)'-permit,repeFtin!J-l2lG--and-ewflefS-en-initial-and-renewal 
applioatiens, and reperlin(l ef corperate officer chan(les 

1712 Use of Pharmacist Identifiers 
1714 Operational Standards and Security 
1715.6 Reporting dQrug 11oss--reperting-!oss-ek;entfGl~staAGes-te-the-Beard-withifl 

thirty (aG) day 
1716 Variation fErom pErescriplions-presGripiien-eff-GFs,Geviation-ffem-presGriptien 

without Gensent sf presGriber 
1717 	 Pharmaceutical pEractice-tlispensing--in-new-GentainerS;-fJharmaoist-maifltain-en 

presoription receret Elate and initial ef pharmaeist, brand nam&Qf-dru@..QHIeviGe 
and-indiGaiien-if-generie-and-manblfaGIuref-flame,reIi"-infermation,orally 
transmitted prescription requirements, depot of a presGriptisn or a mediGatien, 
presoription transfers, identifioation of phaFfRaGist responsible fer filling a 
presGription 

1717.1 Common Electronic Files-establishing a Gemmen eleGtroniG file Is maintain 
required dispensing informatien 

1717.4 Electronic Transmission of Prescriptions transmitting-preSGFiptienWy-elestroniG 
means trsm preseFiber-te-the-pharmaoy 

1718.1 Manufacturer's Expiration Date handling of presGriptien dru(ls not-aearing-a 
manufaGiurer's elcpiration dat6-f*lfStJant-te-federal-taw 

1726 	 f4eGeptefSupervision of Intern Pharmacists 
4727 	 I ntern Pharmacist 
1728 	 Intem Experience Requirements for biGensureExarnination 
1732.1 Requirements for Reoegnii!ed-Accredited Providers--F6€fUlrernents-te-previde 

Gonlinuing eduGatien Gsurses as a reGs(lnized provider fer Galifornia-phaFfRaeists 
1732.3 CoufSewerk I\ppreval-fer-P-reviGersReguirements for Continuing Education Courses 
1732.4 Provider Audit Requirements 
1732.5 Renewal Requirements for Pharmacist 
1744 Drug wli\[arnings eral er 'Nritten ' ....arnings when a dmg shsuld-nei-be-taken-witR 

alcohel-er-when-a-persofl-sheuid-flet-drWe 
1746 	 Emergencv Contraception 
.:f.7M-te 
17a1.gg and 
4-754-,4+-te 
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4~iAg Area for PareRleral-SGIlitions parenteral tRerapy reqllirements for 
pl1armaGist&-aAG-pR8fffiaGies 


1751 Sterile Injectable Compoundinq Area 

1751.01 Facility and Equipment Standards for Sterile Injectable Compoundinq from Non­


Sterile Ingredients 
1751.02 Policies and Procedures 
1751.1 Laminar Flow Bioloqical Safety Cabinet 
1751.2 Labelinq Requirements 
1751.3 Recordkeepinq Reguirements 
1751.4 Attire 
1751.5 Training of Staff. Patient. and Caregiver 
1751.6 Disposal of Waste Material 
1751.7 Quality Assurance and Process Evaluation 
1751.9 Reference Materials 
1751.11 Furnishing to Home Health Agencies and Licensed Hospices 
1751.12 Obligations of a Pharmacy Furnishing Portable Containers 
1771 Posting nHotice of sQuspension-slispemleQ.;:marmaGY-fRUS4last-a-flGtiGe-9f 

sllspensian 
1772 Disciplinary s.Qonditions of sQuspension--suspended-pIlafm8Gist-shalJ..ooI-eflter-a 

pharmasy pressriptian area or perl'orm pharmasy relalea alilies 
1780 Minimum sStandards for wWholesalers 
1780.1 Minimum Standards for Veterinary Food-Animal Drug Retailers 
1781 Exemption G.Qertificate-exemplee-must-ee-present-ifl.a...manufaGturer.!s-Gr 

wRGlesaler's lisensea premises 
1786 Exemptions-retUf.fI-of.exemplian-serlifisat&to-Gaard-upaA-teFminaliGn-<* 

employment 
1787 Authorization to Distribute Hemodialysis Drugs and Devices 
1790 Assembling and Packaging 
1791 Labeling 
1792 Receipt sf-for Shipment 

HEALTH AND SAFETY CODE, TITLE 22 

11100 	 Report of Certain Chemical: Chemicals Included; Exclusions; PenaltiesGanlrelied 
sueslanGe transaGtian reparting sales af restriGted shemisals ta Department af 
Justise 

11100.1 	 Report of Chemicals Received wntrelled sllestanses reseived from oQutside 
sQtate; Penalties--reparling-P-ursllases-Gf..restriGted-GhemiGals-fr.am-olilside 
Galifarnia 

444-24--lnventary-of.GanlrGlled-Suestanses 
11151 Limitation on Filling Prescriptions From Medical Students Issued By Unlisensed 

P-er.son-L-awfuily-P-rastiGing-MediGine 
11158 	 Prescription rRequired for Schedule 1,-11, III. _IV. or V s.Qontrolied sQubstance~ 

Exception for Limited Dispensing, Administrations-pressriplians-fGr-oontrGlied 
sllbstanaes must aomply ' ....ith requirements prior Ie aispensing 

11159 Chart Order Exemption for p.E'.atient in G.Qounty or 11icensed hHospital; Maintaining 
Record for Seven Years santralled sllbstanse areers in haspitals 

11159.1 Chart Order Exemption for Clinic ReGGrdsPatient; Maintaining Record for Seven 
Years 

11159.2 Exception to Triplicate Prescription ReguirementTerminally III Exseptian 
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11167 	 Emergency dQispensing of Schedule II sSubstance: Circumstances and 
Requirement~ensy aral Sshedule II pressriptians;-must-reseive-a-tfipliGate 
witihifl.£event'j two (72) hOOfS 

11167.5 	 Emergensy aOral or Electronic p.E'.rescriptions for Scheduled II Controlled 
Substances for Specified iln-patients, Residents. and Home Hospice Patients; 
Requirements aral orders fer Schedule II drllgs in a skilied-nursing-faGiUty, 
intermediate sar-e-faGiUty,-Gr-a-llame-llealth sare agenoy-previdinfj-hGspice-aare; 
pharmasy Ie aetain spesial triplicates frem Dept. af Jllstise; faoillty-must fefware all 
signed-order la the pllarmaey 

11171 	 Prescribing, etc. administering, ar furnishing GControlied sQubstance Only as 
Authorized-furni£hing santrolled-sueslanses mllsl be sonsistent-witlHaw 

11172 	 Antedating or p.E'.ostdating pErescription Prohibited 
11175 	 Prohibition on Obtaining aflG-or pEossessiooJ}fl AHonconforming p.Erescription; 

Prohibition on aQbtaining oQontrolied sQubstance by nHonconforming p.E'.rescription 
11180 	 Prohibition on Controlled sSubstance aObtained or pPossessed by nNonconforming 

pPrescription passessian af a contralled suestanoe obtained from nOAGGmPlying 
pressriptiaAs 

11200 Restrictions on dQispensing or rRefilling; Refill of Schedule II Prescription Barred­
relili-r-estriGliGflS-Gf-GGntralied-sllbstanses 

11201 Emergency Refill by Pharmasistof Schedule III, IV. or V Prescription' 
Circumstances; Requirements 

11205 Maintenance and rRetention of Records in Separate fEile--separate-pressriplian-lile 
for-SGReaute-J.l-pr-essriptions 

11206 Required intormationinformation on Prescription infermation required aR-a 
presGfiptian-faF-GGntralied-substanses 

11209 Delivery and Receiving Requirements for Schedule II, III, and IV at Controlled 
Substances; Violation 

11210 	 !milllrul.Prescription: By Whom; For What Purpose; Quantity to Be Prescribed 
under authorized projest a prescriber may nat pressribe s9ntrelled-subslanses ta 
treat addistian 

11250 	 Authorized Retail Sale by Pharmacists to Physicians, etc.; Required Order Form 
11251 	 Authorized Wholesale Sale by Pharmacists 
11252 	 Preservation of fEederally rRequired fEorms-a-whGlesater-or-manufaoturer-must 

maintain reGords af sales 
11253 	 Duration of rRetention 
11255 Actions e.QOIlstituting sQale-erders fer fulllre delivery.GGRStitules a sale-of..a 

Ganlralled substanse 
11256 Required Report of Order bfur or Sale to Out-of-State Wholesaler or Manufacturer 
111225 to 
111655 Adulterated or Misbranded Drugs or Devices 

CODE OF FEDERAL REGULATIONS, TITLE 21 

.:1-,.1301.11 	 Persons Rrequired to R!egister~ 
~1301.12 	 Separate R!egistration~ for S~eparate h!ocations~ 
1301.71 	 Security reqUirements, generally. 
1301.72 	 Physical security controls for non-practitioners; narcotic treatment programs and 

compounders for narcotic treatment programs; storage areas. 
1301.73 PhYSical security controls for non-practitioners; compounders for narcotic treatment 

programs; manufacturing and compounding areas. 
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1301.74 	 Other security controls for non-practitioners; narcotic treatment programs and 
compounders for narcotic treatment programs~ 

4-,.1301.75 Physical security controls for practitioners~ 
2,1301.76 Other &!!.ecurity Gglntrols for j2Qractitioners~ 
1301.90 Employee screening procedures~ 
1301.91 Employee responsibility to report drug diversion~ 
1301.92 Illicit activities by employees~ 
1302.03 Symbol required; exceptions~ 
1302.04 Location and size of symbol on label and labeling. 
1302.05 Effective Ggates of kjabeling Rrequirements~ 
1302.06 Sealing of controlled substances~ 
1302.07 Labeling and packaging requirements for imported and exported substances. 
1304.11 Inventory requirements. 
~ 1304.21--lnventories of importers and exporters 
~lhll3-to 
~lllhll6-afld 

~-3115,1l8-1o 

1311a.12 and 
~&.-14-to 
1311a.1 e 	 Distributions requiring order forffls; persons enlitled 10 eblain and execute-ordef 

fOfffls;-pr-ooedure-for-oblaininlj-Of.aer-foFffis;-prGGedure-fOF-eXeGUting-or.aeHGffllSj­
persons entilleElIo fill erder forffls; prosedure for filling order forms; prosedura-for 
endorsinlj-or-der-fOfffls;-tlnassepted-anEl-tlefoslive-ardOf-forms;-IGst-anEl-stolen-arder 
forms; relum of unuseEl erEler forffls 

1304.31 Reports from manufacturers importing narcotic raw materials. 

1304.32 Reports of manufacturers importing coca leaves. 

1304.33 Reports to ARCOS. 

1305.03 Distributions requiring a Form 222 or a digitally signed electronic order. 

1305.04 Persons entitled to order Schedule I and II controlled substances. 

1305.05 Power of attorney. 

1305.06 Persons entitled to fill orders for Schedule I and II controlled substances. 

1305.11 Procedure for obtaining DEA Forms 222. 

1305.12 Procedure for executing DEA Forms 222. 

1305.14 	 Procedure for endorsing DEA Forms 222. 

1305.15 	 Unaccepted and defective DEA Forms 222. 

1305.16 	 Lost and stolen DEA Forms 222. 

1306.03 	 Persons entitled to issue prescriptions~ 
1306.05 	 Manner of issuance of prescriptions~ 
1306.14 	 Labeling of substances and filling of prescriptions. SsheElule II. 
1306.24 	 Labeling of substances and filing of prescriptions. SsheElule III anElIV 
4-,.1306.25 Transfer between pharmacies of prescription information for of-Schedule!!. III, IV, 

and V controlled substances for refill purposes.Pressripliens 
1306.26 DispenSing Wy,.oithout a j2Qrescription~ 
1307.11 Distribution by dispenser to another practitioner or reverse distributor.­
1307.12 Distribution to supplier or M!!lanufacture~ and-tiisIFi/:mtiGA-of..nar-sotis-solutions-anEl 

sempeunds by a pharmacist 
1307.13 Incidental manufacture of controlled substances.GiGtFii:lillion-to-supplier 
1307.21 Procedure for disposalIng of controlled substances~ 
1700.1 to 
1707.15 Child-resistant containers. 
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~ 

111 €lee 	 Adulterated-ef.misbranEleEl Elrugs or devises 

MISCELLANEOUS FEDER/~L REGULATIONS 

~6-GFR--1-f.OO,4...to 

17Q7.1a 	 Ghild resistant sentainers 

CATEGORY II 

Minimum: 	 Revocation; Revocation stayed, three years probation (five years probation 
where self-administration or diversion of controlled substances is involved). All 
standard terms and conditions shall be included and optional terms and 
conditions as appropriate. 

Maximum: 	 Revocation 

Category II diSCipline is recommended for: 
~E-::;8· violations with a serious potential for harm 
~. violations which involve greater disregard for pharmacy law and public 

safety 
~. violations which reflect on ethics, care exercised or competence or a 

criminal conviction not involving dangerous drugs or controlled substances or 
involving posseSSion or use of dangerous drugs or controlled substances. 

Violations of the following codes are as40llGwsrepresentative of this categorv: 

BUSINESS AND PROFESSIONS CODE 

650 	 Rebates or Discounts for Referral Prohibited 
650.1 Lease Prohibition - Hospitals or Prescribers 
651 Professional Advertising Requirements 

Article 3. 	 Scope of Pactice and Exemptions 

4051 (b) Conduct Authorized by Pharmacist-frOffl-GutsiGe-P-haFFAaGY 
4052 sanGus! Authorized by PharfflasistFurnishing to Prescriber: Permissible Procedures 

by Pharmacist in Health Care Facility or Clinic or for Other Health Care Provider 
4060 Possession of Controlled Substance Prescription Required; Exceptions 
4061 Distribution of Drug as Sample; Written Request Required~ 
4063 Refills of Prescription for Dangerous Drug or Device; Prescriber Authorization 
4067 Pressription Dispensin!3 over the Internet; Dispensing Dangerous Drugs or Devices 

without Prescription 
~075 Proof of Identity Required - Oral or Electronic Prescriptionof..ReGipient-foF 
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GGfltr-elied Substance PreSGFiptiGns 
~078 False or Misleading Labeliflg on Prescription 

Article 6. 	 Genera Requirements 

4101 +ermiHatieR-a&-Pharmacist in Charge; Notice to Board. Exemptee: Termination of 
Employment; Notification to Board 

4104 Licensed Employee;~Theft or Impairment: Pharmacy Procedures 
4105 Retaining Records 9fI-l2femjsesof Dangerous Drugs and Devices on Licensed 

Premises; Temporarv Removal; Waivers; Access to Electronically Maintained 
Records 

Article 7. Pharma:ies 

4112 	 Non-Rresident Pharmacy~ Registration; Provision of Information to Board; 
Maintaining Records; Patient Consultation 

4113 	 Pharmacist in Charge: Notification to Board: Responsibilities 
4115 Pharmacy Technician~ Activities Permitted; Required Supervision; Activities Limited 

to Pharmacist; Registration: Requirements for Registration; Ratios 
4115.5 Pharmacy Technician Trainee; Placement Supervisions; Requirements 
4116 Security of Dangerous Drugs and Devices in Pharmacy: Pharmacist Responsibility 

for Individuals on Premises; Regulations Pl:!armacy 
4117 Security l=Iospital PharmacyAdmission to Area Where Narcotics are Stored. etc. 

Who May Enter 
4120 Non-Rresident Pharmacy~ Registration Required 
4125 Pharmacy Quality Assurance Program Required; Records Considered Peer Review 

Documents 

Article 9. Hypodennic Needle and Syringes 

4140 Unlawful Possession 
4147 Disposal of Needle or Syringe 

Article 11. Wlolesalers and Manufacturers 

4160 	 Wholesaler: License Required 
4163 	 saJes-te-Unauthorized-Persens Furnishing by Manufacturer or Wholesaler 
4164 	 Reporting-by-ManufaetureHind-WoolesalefSReports Required 
4169(a)(1) 	Prohibited Acts 
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Article 13. Non-Profit of Free Clinics 

4185 	 Inspections Permitted 

Article 14. Surgica Clinics 

4195 	 Inspections Permitted 

Article 19. Dsciplinary Proceedings 

4301 	 General-u!!nprofessional cQonduct and:: subsections (a)-(h),jj}, and (I)-thfough:-(q) 
4302 	 Pharmacy Corporation Discipline of Corporate Licensee for Conduct of Officer. 

Director, Shareholder 
4303 	 Nonresident Pharmacy: Grounds for Discipline 
4304 	 Out-of-S~tate Distributors: Authority to Discipline 
4305 	 Disciplinarv Grounds: Failure of Pharmacy. Pharmacist to Notify Board of 

Termination of Pharmacist in Charge; Continuing to Operate Operation--ef 
Pharmacy , ....without a-Pharmacist 

4305.5 	 Disciplinarv Grounds: Failure of Other Entity Licensed by Board, of Pharmacist or 
Exemptee to Notify Board of Termination of Pharmacist in Charge or Exemptee; 
Continuing to Operate Without Pharmacist or Exempteeto-Keep-PharmaGist-in 
Cl:!arge or Exemptae in Char~e; f'ailblre to Notify Board ofTermination of Same 

4306 Violation of Moscone Knex Professional Corporation Act as Unprofessional Conduct 
4306.5 PhafFAaGisl-Misuse of Education, etc. by Pharmacist Outside Course of Practice of 

Pharmacy as Unprofessional Conduct 

Article 20. Protibitions and Offenses 

4326 l=Iypedermics: Obtaining f'alsely; MisuseMisdemeanor: Obtaining Needle or Syringe 
by Fraud, etc.' Unlawful Use of Needle or Syringe Obtained from Another 

4328 Allev,qng Cempoblnding by i'Jen pharmacistMisdemeanor: Permitting Compounding, 
DispenSing, or Furnishing by Non-pharmacist 

4330 	 Pharmacy; f'ailblre to Place PharmaGist in Charge, SblbvertiAg CompliaAGe with 
Law by Pl:!armaGist in ChargoMisdemeanor: Non-pharmacist Owner Failing to 
Place Pharmacist in Charge. Dispensing or Compounding Except by Pharmacist, 
I nterfering with Pharmacist in Charge 

4331 	 Veterinap/ f'eed I\nimal Drug Retailer; Dispensing by Other than Pharmacist or 
&effi/}tee;-F-a»ure-to-P!aGe-PRarmaGis!-GF-&emptee~A-Ghar>JeMisdemeanor: 

Medical Device Retailer, Wholesaler, Veterinary Food-Animal Drug Retailer Failing 
to Place Pharmacist or Exemptee in Charge, Permitting Dispensing or 
Compounding Except by Pharmacist or Exemptee 

4333 	 FaiI!!f9-to-MaiAtaiA-P-reserlptioA-FilesMaintaining Prescriptions, Other Drug Records 
on Premises, Open to Inspection; Waiver; Willful Failure to Keep or Permit 
Inspection of Records of Prescriptions, Other Records as Misdemeanor 

4340 	 AdvertisemeAt sf PharmaGY ServiGes by Unregistered Nen ResideRt 
PhaFfROeyUnlawful Advertising by Nonresident Pharmacy Not Registered with 
Board 

Article 22. Unfair Trate Practices 

4380 	 Resale of Preferentially Priced Drugs;-E-mergeAcy Exceptian: Prohibition; 
16 
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Exceptions 
4381 Violation of Section 4380 as Unfair Competition; Right of Private Action to Enforce 
4382 A~are Ie Aueil foF-GefFlflliaf!GeBoard May Audit Sales to Walk-in 

Customers 

CALIFORNIA CODE OF REGULATIONS, TITLE 16 

1707.1 Duty to mMaintain mMedication pErofiles (pEatient mMedication f.B.ecords)­
r~ments for maintenance ofilatient-meGication profiles 

1707.2 Notice to c~onsumers and dQuty to c~onsult roqlliromenis of pharmacist Ie 
oonsulF,-postiRg-Gf..RGtice 10 consumers 

1707.3 Revie'....ing the patient profile prior to consultationDuty to Review Drug Therapy and 
Patient Medication Record Prior to Deliverv 

1709.1 Designation of pEharmacist in c~harge 
1714.1 Pharmacy Operations dQuring -the Temporary Absence of !!.Pharmacist 
1715 Self-Assessment of a Pharmacy by the Pharmacist-in-Charge 
1715.5 ::r-fansmitting-SG!1edule-II-P-r-8SGfiptlen-lnfmmatlen-te-GYRE-S1 mplementation of 

Electronic Monitoring of Schedule II Prescriptions 
1716.1 	 Compounding Unapproved eQrugs for pErescriber oQffice u1!se 
1716.2 	 Record fRequirements~~ompounding for fEuture fEurnishing 
4+1+,.a-NotiGe-{)f-eleGtr-GniG-P-fesGfiption~les 
1717.3 	 Preprinted. mMultiple cQheck-off pErescription b§lanks 
1723.1 	 Confidentiality of Examination Questions 
1745 	 Partial fEiliing of Schedule II pErescriptions 
1751.10 Furnishing to pEarenteral pEatient at h!:iome-£arryiflg-am:I-fufRishifllj4anger-Glis 

dFU§S Ie parenteral patients 
1761(a) Erroneous or Uncertain Prescriptions­
1764 Unauthorized dQisciosure of pErescriptions re'lealin§ the contents of a 

prossriptioR Ie llnauthorizod pOfSons 
1765 Commissions, gQratuities. and (Rebates commission, gratuity or rosate Ie a 

health Garo facility 
1766 False or mMisleading at,dvertising 
1775.3 Compliance with Orders of Abatement 
1782 Reporting Sales of Drugs Subject to Abuse 
1783 Manufacturer or Wholesaler Furnishing Drugs or Devices 
4+9~ 
+17.pg~a~.+7--fI'\f.nlGcillary personnel pharmacy technician roquirements ane tasks 
1793.1 Duties of a Pharmacist 
1793.2 Duties of a Pharmacy Technician 
1793.3 Other Non-Licensed Pharmacy Personnel 
1793.7 Reguirements for Pharmacies Employing Pharmacy Technicians 
1793.8 TechniCians in Hospitals with Clinical PharmacY Programs 

HEALTH AND SAFETY CODE, TITLE 22 

11103 	 Report of tlheft, 11055, or s.§.hipping eQiscrepancy roportin!l losses of restriGteG 
chemicals to Department of dlJslice 

4-1-1-2-3--War-8holiseman-kiGense 
11124 VVarehouse Invenle.-y 
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41-1-11-:12..ai--lJl'I'>lalaFOho!Jseman-Bent! 
11128 NontransferasiUty.ot.Warehouse License 
11129 Discipline or Denial of'i'larehouse Licsnse 
41-1-1-1-1:,jg(O:i---ID:liiss<c;iipeilinal)' Grounds for Warohouse License 
11121 Disciplinary Grounes-for-War-ehouse License 
11150 Issuin!l Controlled li>usstance Persons Authorized to Write or Issue a Prescription 
11152 Nonconforming pErescriptions Prohibited-filiing-a-presGriptien-thaHloes-nol 

conform Ie Ihe roquiroments of Ihe code 
11154 Prescription, etc, Must Be for Treatment; Knowinglssuin(j-P-r-esGfiplioRSt 

Solicitifl!lation of Unlawful Prescription.Jilih 
11156 	 Prescribing etc.AemiflisteriR§-GHljspensing c~ontrolled s§.ubstance.§ to a6ddict 

Only as Authorized prohibition on administerin!l or dispensing a contFOlleG 
suestanoo·to·an·aeeiGt-Or-a-Rabit!Jal-user 

11164 	 Complelion of pPrescription.§ for Schedule II, III, IV and-_V c~ontrolled 
s.§.ubstances: Form and Content; Record of Practitioner Dispensing Schedule II 
Controlled Substance~rescription-reqWf8ments for controlJeG.&lbslaAces 

11166 Time Limit FIor Filling Schedule II Prescriptions; Knowinglv Filling Mutilated, 
Forged. or Altered Prescriptions Prohibited 

11170 Prohibition on Prescribing, etc. cControlied sSubstance for sSelf use-prohibitioR-<3n 
prescrisin!l, administering or furnishin!l controllee slJsslance 10 self 

11179 Retention of Controlled Substance Prescriptionperiod-prescfiption-file-to-l:le 
mainlainee' for three (3) years 

11207 	 Fillin(}-pFOSGfiption-oOnly by-pPharmacist or ilntern Authorized to Fill 
Prescriptionpharmacisl eispensin!l, compolJndin!l, lillin!l by pharmacist or intern 
pharmaeisl-<3nly 

11209 	 Delivery and Receiving Requirements for Schedule II, IIIL &and IV Substances~ 
Violation 

11350 	 Possession of s.§.pecified c~ontrolled s§.ubstance-illegal-possessleR-<3F-a-naFGOtiG 
11377 Unlawful pEossession of s§.pecified s.§.ubstance illegal possessioR-<3f-a-non­

fIOrcotic controllee susslance 
11165(d) CURES Transmission 
150204 Surplus Medication Collection and Distribution Program 

CODE OF FEDERAL REGULATIONS, TITLE 21 

1304.03 	 Persons required to keep records and file reports. 
1304.04 	 Maintenance of records and inventories. 
1304.11 	 General-Inventorv requirements fOf-iflveRtories. 
1304.21 	 General reqUirements for continuing records. ­
1304.22 	 Records for manufacturers. 

1305.07 	 Pewef-of.attorneySpecial procedure for filling certain orders. 

1305.13 l2r-esefVallen-of..Gf.aeF-feFfRSProcedure for filling DEA Forms 222. 

1306.04 Purpose of issue of prescription. 

1306.06 Persons entitled to fill prescriptions. 

1306.07 	 Administering or dispensing of narcotic drugs. 

1306.11 	 Requirement of Schedule II PQrescriptions. 

1306.12 	 Refilling prescriptions--ScReffiIIe...#. 

1306.13 	 Partial filling of prescriptions-Sche€lllle ..lt 
1306.21 	 Requirement of prescription-ScheGlJle-III-aFlG-lV. 
1306.22 	 Refilling of prescriptions-Sehedule-llf-and-IV. 
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I 1306.23 Partial filling of prescriptions 8GAeduie III and IV~ 

CATEGORY III 

Minimum: 	 Revocation; Revocation stayed, 90 days actual suspension, three to five years 
probation (five years probation where self-administration or diversion of 
controlled substances is involved). All standard terms and conditions and 
optional terms and conditions as appropriate. 

Maximum: 	 Revocation 

Category III discipline is recommended for: 
~. most criminal convictions involving dangerous drugs or controlled 

substances 
~')' knowing or willfully violating laws or regulations pertaining to dispensing 

or distributing dangerous drugs or controlled substances 
~~. fraudulent acts committed in connection with the licensee's practice 
€:'t~. drug shortages 
~. violation of a licensee's corresponding responsibility. 

Violations of the following codes are as-fellGwsrepresentative of this category: 

BUSINESS AND PROFESSIONS CODE 

Article 3. 	Scope of Pactice and Exemptions 

4034 Pedigree 

4051(a) Conduct Limited To Pharmacist 

4059 Furnishing Dangerous Drugs or Devices Prohibited Without Prescription~ 


Exceptions 

4059.5 Who May Ordering Dangerous Drugs or Devices: Exceptions 


Article 5. Authority of Inspectors 

4080 	 Stock of Dangerous Drugs and Devices Kept Open for Inspection 
4081 Records of Acquisition and Dispensing; InspeGtionDangerous Drugs and Devices 


Kept Open for Inspection: Maintenance of Records, Current Inventory 

4085(a) UnlawfUl to Remove, Sell, Dispose of Embargoed Dangerous Drug or Dangerous 


Article 6. General Requirements 

4105 	 Retaining Records of Dangerous Drugs and Devices on Licensed Premises: 

Temporary Removal: Waivers; Access to Electronically Maintained Records 


Article 7. 	 Pharmacies 

4110 	 Requirement of License; Temllorary LicensesLicensed Required; Temporary Permit 
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Upon Transfer of Ownership 
4111 Owners hill By Prescribers Prohibited Restrictions on Prescriber Ownership 

Article 11. Wholesalers and Manufacturers 

4169(a)(2) to 
4169(a)(5) Prohibited Acts 

Article 15. VetErinary Food-Animal Retailers 

4199 	 Labeling,ReGGrokeeping ReqUirements; Maintaining Prescription Records 

Article 19. DisciplinaryProceedings 

4301 	 Unprofessional Conduct - S~ubsections (i) and: (k) and (0) 
4307 	 Prohibition Against Association with a Licenseof Association of Individual with Entity 

License by Board: Length of Prohibition; Individuals Covered; Imposition of 
Prohibition Through Administrative Act Proceeding 

4308 	 NGtiflGatioFI-Gf..biGensee-Pefson-is-f2reAibited-fr-Gm-Associatiof\i 
ReplacemenlProhibited Association: Notification of Affected Licensees Known to 
Board 

Article 20. Prohibitions art! Offenses 

4322 	 False Representation to Obtain LicensureMisdemeanor or Infraction: False 
Representations to Secure License for Self or Others; False Representation of 
Licensure' Penalties 

4323 	 False Represefitation-lly-+elE!!*looe or Electronic Transrnission-te-Ghlain-a 
Gru§Misdemeanor: False Representation of Self as Physician, Agent of Physician, 
etc. to Obtain Drug 

4324 Forgery or AlterationFelony or Misdemeanor: Forgerv of Prescription; Possession of 
Drugs Obtained Through Forged Prescription 

4325 PfoGycing Prescription Blanl<s Without Authori~ationMisdemeanor: Manufacture, 
Possession, etc. of False Prescription Blank 

4327 Use of Alcohol or Drugs ",hile on DutyMisdemeanor: Sale. Dispensing, or 
Compounding While Under the Influence of Drugs or Alcoholic Beverages 

4329 ~lonJlharrnaciGt Taking ChargeMisdemeanor: Non-pharmacist Acting as Manager, 
Compounding, Dispensing or Furnishing Drugs 

4332 	 Failure or Refusal to Produce or Provide Recorc!sMisdemeanor: Failure or Refusal 
to Maintain or Produce Required Drug or Device Records; Willful Production of 
False Records 

43354335 	 Failure-te-Arr-ange-for-TransfoF-Of-Stock-aftef-CiGsure Voided License: Knowing 
Failure to Arrange for Disposition of Stock as Misdemeanor 

~364336 lJse.ef..Miner-as-Agent-lo..l,liolate-P-l'lafflf!aGY-bawFelony: Knowing or Willful Use of 
Minor to Violate Specified Sections of Pharmacy Law: Exception for Pharmacist 
Furnishing Pursuant to a Prescription 

Article 22. Unfair Trade Practices 

4380 	 Resale of Preferentially Priced Drugs: Prohibition' Exceptions 
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------------------------- -------

CALIFORNIA CODE OF REGULATIONS, TITLE 16 

1707 Waiver Requirements for Off-Site Storage of Records 

1718 Current i!nventory dQefined audit aGGountability of dangorous dr!.lQs 

1761(b) Geffir-elleG-s!.lbslancs I3fsSGFiptie~1 judQmsntErroneous or Uncertain 


Prescriptions 

4-7-7-'!-te 

1774 DisGiplinary conditions of susflsnsion and flrobation 

1771 Posting of Notice of Suspension 

1772 Disciplinary Condition of Suspension 

1773 Disciplinary Conditions of Probation of Pharmacist 

1774 Disciplinary Conditions of Probation of Permit 


HEALTH AND SAFETY CODE, TITLE 22 

11104 	 Providing Chemical for Illicit Manufacturing: Evasion of Reporting Requirements: 
PenaltiesooAtrolled sijbstances for manufacturing 


11105 False s~tatement in rReport 

11122 Storage of controlled s!.Ibstances 

11150 Persons at,uthorized to wyyrite or i!ssue a flErescription 

11153 Responsibility for Legitimacy of oontrolled s!.Ibstance pPrescription~ ­

G.Qorresponding rResponsibility of a-pEharmacist; Knowing Violation 
11153_5 	 Wholesaler or Manufacturer Furnishing a-G.Qontrolied s.gubstance for-eQther tIhan 

for a-ILegitimate mMedical flPurpose: Knowing Violation: Factors in Assessing 
Legitimacy corresponding rosflonsibility of a wholesaler or man!.lfactlolrer 

11157 No False or ffictitious flErescription~ssuifl@-8-false-or-fiGtitio!.ls_pr-eSGriptiGA 
11162.5 Counterfsiting or pEossession of e.Qounterfeit Triplicate flErescription bJ2Jank~ 

Penalty 
11173 Fraud, dQeceit, mMisrepresentation or fEalse s~tatement: False Representation: 

False Label-obtaini~f-ojjed-Sl!bstaAGeS__by_fra1lG-eHl-eGeit 
11174 Prohibition on Providing False flb(ame or at,ddress in Connection with Prescription, 

etc.-false-flame--er-addross-on-presGriptjon 
11351 Possession or flEurchase for s§.ale of s§.pecified e.Qontrolied s§.ubstance--illegal 

flOSsession for sale of a narcotic 
11368 Forged or a61tered flErescriptionS-fefgiAj3-a-AafooliG-preseriptien 
11375 Possession for s~ale or s~elling s§.pecified s§.ubstance 
11378 Possession for s§.ale-illegaJ-pessession fer sale of a nonnarostiG 
11550 Useino. or b!'l.eing l.I!,[nder the-4!nfluence of e.Qontrolied s§.ubstance 
11167.5 Pharmacy Generated Prescription for Schedule II Controlled Substances in a 

Skilled Nursing Facility 
111295 	 Manufacturing, Selling, or Offering for Sale an Adulterated Drug or Device 
111300 	 UnlawfUl to Adulterate a Drug 
111305 	 Unlawful to Receive in Commerce an Adulterated Drug 
111440 	 Unlawful Manufacturer, Selling a Misbranded Drug 
111445 	 UnlawfUl for a Person to Misbrand 
111450 	 Unlawful to Receive into Commerce a Drug that is Misbranded 

CATEGORY IV 
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Penalty: 	 Revocation 

Revocation is recommended for violations of the Uniform Controlled Substance Act (Heath and 
Safety Code 11000 et seq.) wJ:le-ninvolving: 

~. possession for sale 

~. transportation 

f'''.'t~)~. importation 

0':;;:00. sale 

\~P.7' use of a minor for the unlawful sale of controlled substances 


Revocation is also recommended when: 
D<&t;·a respondent fails to file a notice of defense or to appear at a disciplinary hearing 

where the board has requested revocation in the accusation 
~'a respondent violates the terms and conditions of probation from a previous 

disciplinary order 
~.prior discipline has been imposed, as progressive discipline unless the respondent 

can demonstrate satisfactory evidence of rehabilitation. 

Violations of the following codes are as-feUewsrepresentative of this categorY: 

HEALTH AND SAFETY CODE, TITLE 22 

11352 Importing, s§.elling, ffurnishing s.Qontrolied s§.ubstance illegal sale of a narcotis 
11353 Adult j!nducing mMinor to vYiolate eentrolleG-sl.lostanses-pErovisions 
11379 Transporting, ilmporting, s§.elling s.Qontrolied s§.ubstances illegal sale of a non 

RaroGIie 
11380 	 Adult l.I!,[sing, s§.oliciting or i!ntimidating mMinor for vYiolation-viGIatien-of..R-en­

nafGEllic provisiElAS Elr the !.Ise of a minor 
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MODEL DISCIPLINARY LANGUAGE - PHARMACIST/INTERN PHARMACIST 

The following standardized language shall be used in every decision where the order or 
condition is imposed. 

Revocation Single Cause 

License number ________' issued to respondent ________~,is revoked. 

Respondent shall relinquish his or her wall license and pocket renewal license to the board 
within 10 days of the effective date of this decision. Respondent may not reapply or petition the 
board for reinstatement of his or her revoked license for three years from the effective date of 
this decision. 

Respondent shall pay to the board its oosts of investigation and prosecution in the amount of 
$ within fifteen f151 days of the effective date of this decision. 

Option: jJpGR-As a condition precedent to reinstatement of his or her revoked license, 
respondent shall reimburse the board for its costs of investigation and prosecution in the 
amount of $ . Said amount shall be paid in full prior to the reapplication or 
reinstatement of his or her license unless otherwise ordered by the board. If..resfJ~)f\defit-fajjs-to 
pay.#le-amount specified, his OF her license shall remain revoked. 

RevoGatiGn--Multiple Causes 

biGense-nurnber , issue to resfJOfldent is revoked 
fJursuaffi..to..Qatermination of Isslles , sej3arately and together. 

ResJ3GRElent shall relinEjllish his or her wall lisense and j3ocl<et renewal license to the beaR! 
within-4G.eays-of..the-effeGtive-eale-of..this-fiesision. Resj3on<lent may not j3etition the boaFG-for 
reinstatement of his er her revoked IiGense far three years from the effestive date of this 
GeGision. Resj3on<lent shall fJay to the boaF<! its 60StS of investigation ami j3fosesution in the 
amollnt of $ within 15 days of the effestive date of this desision. 

GptiolH-Yj3en-reinstatement of his er-l'leHeVOked-liGenS9;-fespen<leAt-sHall-feimburse-lhe 
beard-for its Gosts of investigation and j3FOseGution in the amount of $ . Said 
amollni-shaJI-be-pai<l-iA-fuiJ-prior-to-the-reinstaterneni-of.fiis-or-her-liGense. If resj3ondeni-fails-to 
pay.#le-arnount sj3ecified, his OF her IiGense shall remain revoked. 
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Suspension Single Cause 

biGense-n_ber , isswed-lg.reSpeRSent is-SllSpende8-lor-a·pelie<l-ef 
.As part of probation. respondent is suspended from the practice of pharmacy for 

beginning the effective date of this decision. 

During suspension. respondent shall not enter any pharmacy area or any portion of the licensed 
premises of a wholesaler, veterinarY food-animal drug retailer or any other distributor of drugs 
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or 
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act 
involving drug selection. selection of stock. manufacturing. oompounding, dispensing or patient 
consultation: nor shall respondent manage. administer. or be a consultant to any licensee of the 
board or have access to or control the ordering manufacturing or dispensing of dangerous 
drugs and devices or oontrolled substances. 

Respondent shall not engage in any activity that requires the professional judgment of a 
pharmacist. Respondent shall not direct or control any aspect of the practice of pharmacy. 
Respondent shall not perform the duties of a pharmacy technician or a designated 
representative for any entity licensed by the board. 

Subject to the above restrictions. respondent may continue to own or hold an interest in any 
licensed premises in which he or she holds an interest at the time this decision becomes 
effective unless otherwise specified in this order. 

Failure to oomply with this suspension shall be considered a violation of probation. 

Suspension Multiple Causes 

Lisense number , issued to resj30ndent is susj3ended far-a--period-ef 
j3UFSllant to Determination of Isslles , separately and tegether. 11.11 suspensions 
shall run sonsurrently. 

RespondeAt is susj3eAded frorn-the-j3rastise-ffi..pharmaS:G)'/-'«falFF======:=-Dbeegiginnin!:l-tRe 
effestive date of this <lesision. 
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Standard Stay/Probation Order 

License number , issued to respondent is revoked ; however, 
the revocation is stayed and respondent is placed on probation for 
______ years upon the following terms and conditions: 

Issuance of Probationary License (In cases where a Statement of Issues has been filed.) 

+Ae-appliGa!iGA-fGr-liGeflStlre-eHespondent is hereby granted, on lhe following-!efms-and 
conditions: 

~.,:r.hat;-fesPQndent-firsl-meel-all-stat-lltG!')l-af1d-r-eglllatQfY-f-eqllif-ernenls-fGF-tl:!e-isswanGa 

of a license to 
&.-:r-hat,-fGllewiRg-lhe-satisfacliOfl-Gf-#-1,f-espondent's-liGeASe-bEHsslled-amJ 

immediate I)' re'lelwd, the order of revocation bein!) stayed and respondent placed 
oA-Pfobat1on-for-a-periOO-of yeaf&Gn-the-foliowing-terms-and-GOFiditiomr. 

Upon satisfaction of all statutory and regulatorv requirements for issuance of a license, a 
license shall be issued to respondent and immediately revoked: the order of revocation is 
stayed and respondent is placed on probation for years upon the following terms and 
conditions: 

Surrender 

Respondent surrenders license number as of the effective date of this deCision. 
Respondent shall relinquish his or her wall license and pocket renewal license to the board 
within ~1 01 days of the effective date of this decision. 

The surrender of respondent's license and the acceptance of the surrendered license by the 
board shall constitute the imposition of discipline against respondent. This decision constitutes 
a record of discipline and shall become a part of respondent's license history with the board. 

Respondent understands and aqrees that if he or she ever files an application for licensure or a 
petition for reinstatement in the State of California, the board shall treat it as a new application 
for licensure. 

Respondent may not reapply for any license, permit, or registration from the board for three 
years from the effective date of this decision. Respondent stipulates that should he or she 
apply for any license from the board on or after the effective date of this decision, all allegations 
set forth in the [accusation or petition to revoke probation] shall be deemed to be true. correct 
and admitted by respondent when the board determines whether to grant or deny the 
application. _Respondent shall satisfy all requirements applicable to that license as of the date 
the application is submitted to the board, including, but not limited to taking and passing the 
California Pharmacist Licensure Examination prior to the issuance of a new license. 
Respondent is obligateG.,reguired to report this surrender as disciplinary action. 

Respondent further stipulates that he or she shall reimburse the board for its costs of 
investigation and prosecution in the amount of $ within days of the 
effective date of this decision. 

Option: Respondent stipulates that should he or she apply for any license from the board on or 
after the effective date of this decision the investigation and prosecution costs in the amount of 
$ shall be paid to the board prior to issuance of the new license. 
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Public Reprimand 

It is hereby ordered that a public reprimand be issued against licensee, _____. 
Respondent is required to report this reprimand as a disciplinarv action. 

Adoption of Stipulation 

It is understood by respondent that, in deciding whether to adopt this stipulation, the board may 
receive oral and written communication from its staff and the Attorney GeneFaJ!s..Office of the 
Attorney General. Communications pursuant to this paragraph shall not disqualify the board or 
other persons from future partiCipation in this or any other matter affecting respondent. In the 
event this settlement is not adopted by the board, the stipulation will not become effective and 
may not be used for any purpose, except this paragraph, which shall remain in effect. 
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STANDARD CONDITIONS - To be included in all probation decisions/orders. 

:r~-Nt'mbe~m-aAfk;eAditioo-Aumber&-a&-lisled-tlegiAAin!J-Wi!A-~!le 
.) 

1. 	 Obey a6.11 Laws 
2. 	 Reportif!§ to the Board 
3. 	 Interview with the Board 
4. 	 CooperatjGR~ with Board Staff 
5. 	 Continuing Education 
6. 	 Notice to Employers 
7. 	 No Preceptmships;-Supervision of Interns, BeiR§Serving as Pharmacist-In-Charge 

(PIC), or Serving as a Consultant 
8. 	 Reimbursement of Board Costs 
9. 	 Probation Monitoring Costs 
10. 	 Status of License 
11. 	 License Surrender While on Probation/Suspension 
12. 	 Notification of a Change in Name, Residence Address EmplGymeRIIMailing Address..Q[ 

Employment-GhaR§e 
13. 	 Tolling of Probation 
14. 	 Violation of Probation 
15. 	 Completion of Probation 

OPTIONAL CONDITIONS 

4-AGtual-SuspeRSiGR 
&,-16. 	 Restricted Practice 
3"~Pharmacist Examination 
4-18. 	 Mental Health Examination 
&,-19. 	 Psychotherapy 
~20. 	 Medical Evaluation 
+'21. ReRaSilitatioR Pro§FamPharmacists Recoverv Program (PRP) 
8,.~Random Drug Screening 
9.~Abstain from Drugs and Alcohol Use 
24. Prescription Coordination and Monitoring of Prescription Use 
-w'~Community Service Program 
4+.26. Restitution 
4-&.27."Remedial Education 
28.--Pharmacy Self-Assessment Mechanism (PSAM) 
~.f.lLJ2rnlfm8GY-lntern Pharmacist Experience 
44,~Supervised Practice 
4&.;li,....No Supervision of Ancillarv Personnel 
46-,~No Ownership of Licensed Premises 
~~Separate File of Records 
46-,l!.1,..Report of Controlled Substances 
-W.35. No Access to Controlled Substances 
;ID,36. Criminal Probation/Parole Reports 
;l.:h.~Consultant for Owner or Pharmacist-In-Charge 
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~~Tolling of Suspension 
39. 	 Surrender of DEA Permit 
40. 	 Ethics Course 
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---------------~----------

STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS 

4-,~Obey All Laws 

Respondent shall obey all state and federal laws and regulations slleslaRlially relatee Ie er 
geveFRiRg the practice ef pharmacy. 

Respondent shall report any of the following occurrences to the board, in writing, within 
seventy-two (721 hours of such occurrence: 

an arrest or issuance of a criminal complaint for violation of any provision of the 
Pharmacy Law, state and federal food and drug laws, or state and federal controlled 
substances laws 
a plea of guilty or nolo contendre in any state or federal criminal proceeding to any 
criminal complaint, information or indictment 
a conviction of any crime 
discipline, citation, or other administrative action filed by any state aoo-or federal agency 
which involves respondent's license or which is related to the practice of 
pharma~y or the manufacturing, obtaining, handling, er eislriblllien distributing. er-billing~ 
or charging for ef.any drug, device or controlled substance. 

Failure to timely report such occurrence shall be considered a violation of probation. 

2-,L-Reporting to the Board 

Respondent shall report to the board quarterly, on a schedule as directed by the board or its 
designee. The report shall be made either in person or in writing, as directed. Among other 
requirements. Rrespondent shall state in each report under penalty of perjury whether there has 
been compliance with all the terms and conditions of probation. Failure to submit timely reports 
in a form as directed shall be considered a violation of probation. Any period(s) of delinquency 
in submission of reports as directed may be added to the total period of probation. Moreover, lif 
the final probation report is-Jlat-is not made as directed, probation shall be automatically 
extended aulomaliGally-until such time as the final report is made and accepted by the board. 

3-.3--!--lnterview with the Board 

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with 
the board or its designee at such Ilp~l at variells intervals and at-a-Iocations as are -te 
be-determined by the board or its designee. Failure to appear for anY scheduled interview 
without prior notification to board staff. or failure to appear for two (2) or more scheduled 
interviews with the board or its designee during the period of probation. shall be considered a 
violation of probation. 

4.L-Cooperatkmg with Board Staff 

Respondent shall cooperate with the board's inspectional program and iA-with the board's 
monitoring and investigation of respondent's compliance with the terms and conditions of his or 
her probation. Failure to cemply-cooperate shall be considered a violation of probation. 

S,~Continuing Education 
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--Respondent shall provide evidence of efforts to maintain skill and knowledge as a 
pharmacist as directed by the board or its designee. 

6. Notice to Employers 

During the period of probation. Rrespondent shall notify all present and prospective employers 
of the decision in case number and the terms, conditions and restrictions imposed 
on respondent by the decision, as follows:7 

Within thirty (301 days of the effective date of this decision, and within fifteen (151 days of 
respondent undertaking 3!lY...new employment, respondent shall cause his or her direct 
supervisor, pharmacist-in-charge (including each new pharmacist-in-charge employed during 
respondent's tenure of employment) andlef owner to report to the board in writing 
acknowledging that the listed individual(s) has/have employer has-read the decision in case 
number . and terms and conditions imposed thereby. It shall be respondent's 
responsibility to ensure that his or her employer(s) and/or supervisor(s) submit timely 
acknowledgment(s) to the board. 

If respondent works for or is employed by or through a pharmacy employment service, 
respondent must notify tile-his or her direct supervisor, pharmacist-in-charge, andlef owner at 
every pharmacy entity licensed by the board of the aOO--terms and conditions of the decision in 
case number in advance of the respondent commencing work at each-phafmaGy 
licensed entity. A record of this notification must be provided to the board upon reguest. 

Furthermore, within thirtv (30) days of the effective date of this decision, and within fifteen (15) 
days of respondent undertaking any new employment by or through a pharmacy employment 
service. respondent shall cause his or her direct supervisor with the pharmacy employment 
service to report to the board in writing acknowledging that he or she has read the decision in 
case number and the terms and conditions imposed thereby. It shall be respondent's 
responsibility to ensure that his or her employer(s) and/or supervisor(s) submit timely 
acknowledgment(s) to the board. 

Failure to timely notifv present or prospective employer's) or to cause that/those employer(s) to 
submit timely acknowledgments to the board shall be considered a violation of probation. 

"Employment" within the meaning of this provision shall include any full-time, part-time, 
temporary, relief or pharmacy management service as a pharmacist or any position for 
which a pharmacist license is a requirement or criterion for employment, whether the 
respondent is Gonsideree an employee,-<* independent contractor or volunteer. 

+.L......-No PreGejlterslHps,Supervision of nterns, 8eiRg-Serving as Pharmacist-in­
Charge (PIC), Serving as Designated Representative-in-Charge, or Serving 
as a Consultant 

During the period of probation. Rrespondent shall not supervise any intern pharmacist~-<* 
perform any of tAe euties of a pre8epter, nor shall respondent _be the pharmacist-in-charge Q! 
deSignated representative-in-charge of any entity licensed by the board nor serve as a 
consultant unless otherwise specified in this order. Assumption of any such unauthorized 
supervision responsibilities shall be considered a violation of probation. 
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8.~Reimbursement of Board Costs 

As a condition precedent to successful completion of probation. Rrespondent shall pay to the 
board its costs of investigation and prosecution in the amount of $ . Respondent shall 
make said payments as follows: ________ 

There shall be no deviation from this schedule absent prior written approval by the board or its 
designee. Failure to pay costs by the deadline(s) as directed shall be considered a violation of 
probation. 

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to 
reimburse the board its costs of investigation and prosecution. 

GptiorlHHe&p€>l'Id~ilS=t@omak.. -al'l¥=l*l'lm .. RI-Iw..jj;jHjf6G1€1d..Qeadlirlef!;h111<l-~ 
tefffliAQte-iu~~e=lisef:1se st;}all ee re"sltea "'itAelit ~J:tl=ler RoUee Sf €iI@@eFteU"liv' h~ ee I=tea~ 

SoL-Probation Monitoring Costs 

Respondent shall pay tRe-illrLcosts associated with probation monitoring as determined by the 
board each and every year of probation. Such costs shall be payable to the board-at-tRe-eml-ef 
eaGll-yeaf-e~R on a schedule as directed by the board or its designee. Failure to pay 
such costs by the deadline(s) as directed shall be considered a violation of probation. 

-10,~Status of License 

Respondent shall, at all times while on probation, maintain an active. current license with the 
board, including any period during which suspension or probation is tolled. Failure to maintain 
an active current license shall be considered a violation of probation. 

If respondent's license expires or is cancelled by operation of law or otherwise at any time 
during the period of probation, including any extensions thereof due to tolling or otherwise, upon 
renewal or reapplication, respondent's license shall be subject to all terms and conditions of this 
probation not previously satisfied. 

11._-License Surrenderw~hile on Probation/Suspension 

Following the effective date of this decision, should respondent cease practice due to retirement 
or health, or be otherwise unable to satisfy the terms and conditions of probation, respondent 
may tender his or her license to the board for surrender. The board or its designee shall have 
the discretion whether to grant the request for surrender or take any other action it deems 
appropriate and reasonable. Upon formal acceptance of the surrender of the license, 
respondent will no longer be subject to the terms and conditions of probation. This surrender 
constitutes a record of discipline and shall become a part of the respondent's license historv 
with the board. 

Upon acceptance of the surrender, respondent shall relinquish his or her pocket and wall 
license to the board within!ml.f1 01 days of notification by the board that the surrender is 
accepted. Respondent may not reapply for any license from the board for three ffiYears from 
the effective date of the surrender. Respondent shall meet all requirements applicable to the 
license sought as of the date the application for that license is submitted to the board, including 
any outstanding costs. 
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4-14S12. Notification of a Change in Name, Residence Address, 
EmploymeRtiMailing Address or EmploymentGhange 

Respondent shall notify the board in writing within !ml.f1 01 days of any change of employment. 
Said notification shall include the reasons for leaving. amlIef-the address of the new employer, 
the name of the supervisor GHlnd owner. and the work schedule if known. Respondent shall 
further notify the board in writing within !ml.f101 days of a change in name, residence address, 
mailing address. or phone number. 

Failure to timely notify the board of any change in employer(s), name(s), address(es), or phone 
number(s) shall be considered a violation of probation. 

-13,11",Tolling of Probation 

Except during periods of suspension. respondent shall, at all times while on probation, be 
employed as a pharmacist in California for a minimum of hours per calendar month. 
Any month during which this minimum is not met shall toll the period of probation, i.e., the 
period of probation shall be extended by one month for each month during which this minimum 
is not met. During any such period of tolling of probation, respondent must nonetheless comply 
with all terms and conditions of probation. 

Should respondent, regardless of residency, for any reason (including vacation) cease 
practicing pRarma!ry' as a pharmacist for a minimum of hours per calendar month in 
California, respondent must notify the board in writing within !ml.f101 days of the cessation of 
tRe-practice of pharma!ry' or . and must further notifv the board in writing within ten (10) days of 
the resumption of tAs-practice of pharmacy. &iGll-periOOs-of-time-sRail-Rot-apply-lo-tAe 
reduction of tRe probation period. Any failure to provide such notification(s) shall be considered 
a violation of probation. 

It is a violation of probation for respondent's probation to remain tolled pursuant to the 
provisions of this condition for a total period, counting consecutive and non-consecutive 
months, exceeding three years thirty-six (36) months. 

"Cessation of practice" means any period of time exceeding :JQ days calendar month ill 
during which respondent is not practicing as a pharmacist for at least hours, 
as defined by Business and ProfeSSions Code section 4000 et seq engage<i-in-tRe 
prastice of pharmacy as defined in Section 4Q§2 of the BliSiness-aAG-P-rofessiGFlS-GOOe. 
"Resumption of practice" means any calendar month during which respondent is 
practicing as a pharmacist for at least hours as a pharmacist as defined by 
Business and ProfeSSions Code section 4000 et Seq. 

Option: Respondent is required to practice as a pharmacist in a licensed pharmacy setting 
that dispenses medication for a minimum of one year prior to the completion of probation. After 
the first year of probation. the board or its designee may consider a modification of this 
requirement. If respondent fails to comply with this requirement or a subsequent modification 
thereto such failure shall be considered a violation of probation. 

Option: Respondent shall wori< at least 40 ROlJFS in eash salet1GaHnsRtA-as-a 
phaffflaGist.aru:l-at-least-aR-average-.Gf-BQ..h;;)llfs-per-meRtA-iR-afly..six-GeRseGl1live-msR!R&.­
Failure to do so will be a vislatioR of \3FObalion. If respoRdeRt Ras nat semplied with this 
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_____ >O_~ _____ _ 

GGAGitiGA-dHr~ng-tRe-pr{)satiGAafy-t8ffl'l;=allG-r~s presented slolfficieAt doclolmootalitm 
of-His-eF-l1er-gGGd-fai#l-effGrts to comply • ....ith this conditioA. and if AO otRer cenditiens have 
beef!-violated,the-OOard,in-its-GiSGretioAr=ffiav-g~*tension-of-r.espoodenfs..J?fg9ation 
peried LIP te eno year witRelolt flolrtRor Rearing in erder to cernply with tRis cenditio~ 

44.14. Violation of Probation 

If a respondent has not complied with any term or condition of probation. the board shall have 
continuing jurisdiction over respondent. and probation shall automatically be extended. until all 
terms and conditions have been satisfied or the board has taken other action as deemed 
appropriate to treat the failure to comply as a violation of probation. to terminate probation. and 
to impose the penalty that was stayed. 

If respondent violates probation in any respect. the board, after giving respondent notice and an 
opportunity to be heard, may revoke probation and carry out the disciplinary order whiGh-that 
was stayed. Notice and opportunity to be heard are not required for those provisions stating 
that a violation thereof may lead to automatic termination of the stay andlor revocation of the 
license. If a petition to revoke probation or an accusation is filed against respondent during 
probation, the board shall have continuing jurisdiction and the period of probation shall be 
automatically extended, until the petition to revoke probation or accusation is heard and 
decided. 

---If..a-respondenU!as-flekemplied-with-any-te_-GGAGitioJ'KIf..pro9at~.fi..shaI1 
have-GGntifl.LIin§-jHfisdictien ever respendent, and prebation sRall aloltematicaliy-lle-eKtended 
until-all terrns and conditiens Ilave been satisfied er tRe seard Ras taken otRer actien as 
Geerned-appmpfia.te...te-lfeat-the-failuf8-to..Gempiy-as-a-violatien ef prosatien,-to-tefminate 
pm9atieA;-and to irnpese tRe penalty wRicR was stayed. 

.f5...~Completion of Probation 

Upon written notice by the board or its designee indicating successful completion of probation, 
respondent's license will be fully restored. 

OPTIONAL CONDITIONS OF PROBATION 

As part ef prosatien, respondent is sblspended frorn the practice of pRarrnacy fer 
======b.eglnning tRe effective date of tRis-deGision-, 

-----~DDblfing sblspensien, respondent sRall not enter any pRarrnaay aroa OF any-portien 
ef..the-liGensed-premisos of a wholesaler, veterinapj feod anirnal dFblg retailer er any ether 
distfisbltOF-Gklrugs-wflich-is..licensecl-by-the-beard, OF any rnaAblfaGklrer, eF where dangefGbl£ 
drblg-&and-tlevices er controlled sblsstances are rnaintained. Respondent shall net practiGe 
pharfflaGy-AeKie-any act in\'olving drug selection, selec!ien ef s!ocl~, rnanufas!ufin§, 
cornpoblnding, dispensing or patient censblltatien; neF sAali respenden! rnanage, adrninister, OF 
be a censblltant te any licensee of the bea~e access Ie er centrol !Ae eFdering, 
maAHfasrufiAg-GHlispensing ef dangerous drugs and devices er cenlrolleG-substaAGe!r. 

-------FRespenclent-shail-flet..en§a§-8-in-any-astiliity that re~uires the professional 
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judgment-ef..a-phaFffl8Gist,-Respendent-shali-flet.tlireGl-ef.GeAtfGI-aAy-a-spect-Gf-tRe-pracliGe-Gf 
pharrnacy. Respondent shall not perferrn the d~!ies ef a pharrnacy technisiaJ'KIF-aA-e*9mptee 
for any enti!'lliGensed 9'J the 9oar&.--SoojeGt Ie the aoo\le restrictions, respendent-maY-C9ntinue 
Ie ewn er held an interest in any pharrnacy in • ....RicR Re or sRe holds an interest-at-tRe-tirne-tRis 
EleGision-beGemes effective unless-elh9fWis.e..specified in this erdSfo 

a.~Restricted Practice ('l'lReFG Ihis G9ASili9A is imp9ses. eptieAal G9AGitieA-#+-shoukkliso-ba 

imflGS'!'lt 

Respondent's practice of pharmacy shall be restricted to [specify setting or type of practice] for 
the first ___ years of probation. Respondent shall submit proof satisfactory to the board of 
compliance with this term of probation. 

Option: Respondent shall not prepare. oversee or participate in the preparation of injectable 
sterile products during the first year(s) of probation. Respondent shall submit proof 
satisfactorv to the board of compliance with this term of probation. Failure to abide by this 
restriction or to timely submit proof to the board of compliance therewith shall be considered a 
violation of probation. 

3.17. Pharmacist Examination 

Respondent shall take and pass the section(s) ef the pharrnacist-liGeA8Hfe 

examinalieA-as-scheduleG-by-the-BGard-afteF-lhe-effeGtive-date-tlf..lhis..desisien-at-respondent!-s 

ewn expense[California Pharmacist Jurisprudence Examination (CPJE) andlor the North 

American Pharmacist Licensure Examination (NAP LEX)] within six (6) months of the effective 

date of this decision. If respondent fails to take and pass the examination{§). within six illl 

months after the effective of this decision, respondent shall be automatically suspended from 

practice blpen •....rilten notice. Respondent shall not resume the practice of pharmacy until he or 

she takes and passes the same--sectioflfs)-at-a-sub~U8flt-eKaminatiGA-[CPJE andlor 

NAPLEX] and is notified, in writing, that he or she has passed the examination(s) and may 

resume practice. Respondent shall bear all costs of the examination(s) required by the board. 


During suspension, respondent shall not enter any pharmacy area or any portion of the licensed 

premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs 

which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or 

controlled substances are maintained. Respondent shall not practice pharmacy nor do any act 

involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient 

consultation; nor shall respondent manage, administer, OF-or be a consultant to any licensee of 

the BQoard, or have access to or control the ordering, manufacturing or dispensing of 

dangerous drugs and controlled substances. Respondent shall not resume practice until 

notified by the board. 


During suspension, Rrespondent shall not engage in any activity that requires the professional 

judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 

pharmacy. Respondent shall not perform the duties of a pharmacy technician or aA-8)(ernp\ee-il. 

designated representative for any entity licensed by the board. 


Subject to the above restrictions, respondent may continue to own or hold an interest in any 

phaff!l8GYclicensed premises in which he or she holds an interest at the time this decision 

becomes effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 
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If respondent fails to take and pass the [CPJE and/or NAPLEX] after four attempts. respondent 
shall successfully complete. at a minimum. sixteen (16) additional semester units of pharmacy 
education as approved by the board. Failure to complete coursework as required shall be 
considered a violation of probation. Failure to take ~the examination~ within one ill 
year of the effective date of this decision shall be considered a violation of probation. 
StispeASiGlHlnG-j3l'Gooti<m-sllall-be extended uffiil respondent passes the e)carninati9n-arl4-is 
Rotified in writing, 

4-J.!!.:......Mental Health Exanination (Appropriate for those cases where evidence demonstrates 
that mental illness or disability was a contributing cruse of the violations.) 

I 

Within i!:!klY.l301 days of the effective date of this decision, and on a periodic basis as may be 
required by the board or its designee, respondent shall undergo, at his or her own expense, 
psychiatric evaluation(s) by a board-appointed or board-approved psychiatrist or psychologist 
licensed mental health practitioner. The approved evaluator shall be provided with a copy of 
the board's [accusation or petition to revoke probation) and decision. Respondent shall sign a 
release authorizing the evaluator to furnish the board with a current diagnosis and a written 
report regarding the respondent's judgment and ability to function independently as a 
pharmacist with safety to the public. Respondent shall comply with all the recommendations of 
the evaluator if directed by the board or its designee. 

If the psychiatf~st-er-psyGhGtherapis[.evaluator recommends, and the board or its designee 
directs, respondent shall undergo psychotherapy. RespoRElent shall, within g(J days of WHiten 
RotiGEH)f-lhe-neeG-foF-psYGhelherapY,sullmit-lG-the-I:loaro-fsF-iISiloor-apPffiVal;-the 
_ended pl'Ggrarn for sAgoing (3syshotherapeutiG Gare. Respondent shall IlAdergo and 
GORt~nue-psYGhethefa(3y,at-respGRdeRt!s-GwR-e*pense,\lntil-furthef.RoIise-ffGrR-tlle-lloard7 
Res(3GndeAt shall have the treating pSYGhotherapist or psyshiatrist sllbrnit ',witten "Illarterly 
fe(3orts-to-lhe-boar-d-as4ifested~Within thirty (30) days of notification by the board that a 
recommendation for psychotherapy has been accepted, respondent shall submit to the board or 
its designee, for prior approval, the name and qualification of a licensed mental health 
practitioner of respondent's choice. Within thirty (30) days of approval thereof by the board, 
respondent shall submit documentation to the board demonstrating the commencement of 
psychotherapy with the approved licensed mental health practitioner. Should respondent. for 
any reason, cease treatment with the approved licensed mental health practitioner. respondent 
shall notify the board immediately and, within thirty (30) days of ceasing treatment therewith, 
submit the name of a replacement licensed mental health practitioner of respondent's choice to 
the board for its prior approval. Within thirty (30) days of approval thereof, respondent shall 
submit documentation to the board demonstrating the commencement of psychotherapy with 
the approved replacement. Failure to comply with any requirement or deadline stated by this 
paragraph shall be considered a violation of probation. 

Upon approval of the initial or any subseguent licensed mental health practitioner, respondent 
shall undergo and continue treatment with that therapist. at respondent's own expense. until the 
therapist recommends in writing to the board, and the board or its designee agrees by way of a 
written notification to respondent. that no further psychotherapy is necessary. Upon receipt of 
such recommendation from the treating therapist, and before detenmining whether to accept or 
reject said recommendation, the board or its designee may require respondent to undergo, at 
respondent's expense, a mental health evaluation by a separate board-appointed or board­
approved evaluator. If the approved evaluator recommends that respondent continue 
psychotherapy, the board or its designee may reguire respondent to continue psychotherapy. 
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Psychotherapy shall be at least once a week unless otherwise approved by the board. 
Respondent shall provide the therapist with a copy of the board's [accllsation or petition to 
revoke probation] and decision no later than the first therapy session. Respondent shall take all 
necessary steps to ensure that the treating therapist submits written guarterly reports to the 
board concerning respondent's fitness to practice, progress in treatment. and other such 
information as may be required by the board or its designee. 

If at any time the approved evaluator or therapist determines that respondent is determiReG-te 
be-unable to practice safely or independently as a pharmacist, the licensed mental health 
practitioner shall notify the board immediately by telephone and follow up by written letter within 
three (3) working days. Upon notification from the board or its designee of this determination, 
1,lfl9A A9tiRcatiGn,respondent shall imrne4iately cease prastice be automatically suspended and 
shall not resume practice until notified by the board that practice may be resumed. 

Option: Commencing on the effective date of this decision, respondent shall not engage in the 
practice of pharmacy until notified in writing by the board that respondent is-has been deemed 
psychologically fit to practice pharmacy safely, and the board or its designee approves said 
recommendation. 

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed 
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs 
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or 
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act 
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient 
consultation; nor shall respondent manage, administer, Gf-Or be a consultant to any licensee of 
the board, or have access to or control the ordering, manufacturing or dispensing of dangerous 
drugs and controlled substances. Respondent shall not resume practice until notified by the 
board. 

During suspension, Rrespondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an exernplee-g 
designated representative for any entity licensed by the board. 

Subject to the above restrictions, respondent may continue to own or hold an interest in any 
pharrnasy-licensed premises in which he or she holds an interest at the time this decision 
becomes effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

(Option language to be used in addition to standard language) 
Option: If recommended by the evaluating !,syGhiatfist.ef-psyGhotherapist.licensed mental 
health practitioner and approved by the board, respondent shall be suspended from practicing 
pharmacy until tRe-respondent's treating psyshotherapist recommends, in writing, stating the 
basis therefor, that respondent can safely practice pharmacy, and the board or its designee 
approves said recommendation. 

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed 
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs 
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or 
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controlled substances are maintained. Respondent shall not practice pharmacy nor do any act 
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient 
consultation; nor shall respondent manage, administer, or-or be a consultant to any licensee of 
the board, or have access to or control the ordering, manufacturing or dispensing of dangerous 
drugs and controlled substances. Respondent shall not resume practice until notified by the 
board. 

During suspension, Rrespondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or aA-9Xemptee-!! 
designated representative for any entity licensed by the board. 

Subject to the above restrictions, respondent may continue to own or hold an interest in any 
pharmacy licensed premises in which he or she holds an interest at the time this decision 
becomes effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

~19. 	 Psychotherapy (Appropriate for those cases where the evidence demonstrates mental illness 
or alcohol or drug abuse was involved in the Violations.) 

Within thirty (301 days of the effective date of this decision, respondent shall submit to the 
board or its designee, for its-prior approval, the name and qualifications of a licensed mental 
health practitioner of respondent's choice. Within thirtv (30) days of approval thereof, 
respondent shall submit documentation to the board demonstrating the commencement of 
psychotherapy with the approved licensed mental health practitioner. Should respondent, for 
any reason, cease treatment with the approved licensed mental health practitioner, respondent 
shall notify the board immediately and, within !hi!:!vJ301 days of ceasing treatment, submit the 
name of a replacement psychotherapist or licensed mental health practitioner of respondent's 
choice to the board for its prior approval. Within thirty (30) days of approval thereof. 
respondent shall submit documentation to the board demonstrating the commencement of 
psychotherapy with the approved replacement. Failure to comply with any reguirement or 
deadline stated by this paragraph shall be considered a violation of probation. 

Upon approval of the initial or any subseguent licensed mental health practitioner. respondent 
shall undergo and continue treatment with that therapist. at respondent's own expense. until the 
therapist recommends in writing to the board, and the board or its designee agrees by way of a 
written notification to respondent. that no further psychotherapy is necessarv. Upon receipt of 
such recommendation from the treating therapist. and before determining whether to accept or 
reject said recommendation. the board or its designee may reguire respondent to undergo, at 
respondent's own expense. a mental health evaluation by a board-appointed or board-approved 
psychiatrist or psychologist. If the approved evaluator recommends that respondent continue 
psychotherapy, the board or its designee may require respondent to continue psychotherapy. 

~Psychotherapy shall be at least once a week unless otherwise determiAed approved 
by the board. Respondent shall provide the therapist with a copy of the board's accusation and 
decision no later than the first therapy session. Respondent shall take all necessary steps to 
ensure that the treating therapist submits written quarterly reports to the board concerning 
respondent's fitness to practice, progress in treatment, and tG-pfevide-such other information as 
may be required by the board or its designee. 
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If at any time the treating therapist finds-determines that respondent cannot practice safely or 
independently, the therapist shall notify the board immediately by telephone and followed up by 
written letter within three @Lworking days. Upon notification from the board or its designee of 
this determination. respondent shall be automatically suspended and shall not resume practice 
until notified by the board that practice may be resumed. 

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed 
premises of a wholesaler, veterinarv food-animal druq retailer or any other distributor of drugs 
which is licensed by the board, or any manufacturer, or where danqerous drugs and devices or 
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act 
involving drug selection, selection of stock, manufacturing. compounding, dispensing or patient 
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the 
board or have access to or control the ordering manufacturing or dispensing of dangerous 
drugs and controlled substances. Respondent shall not resume practice until notified by the 
board. 

During suspension, respondent shall not engage in any activitv that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a deSignated 
representative for any entity licensed by the board. 

Subject to the above restrictions. respondent may continue to own or hold an interest in any 
licensed premises in which he or she holds an interest at the time this decision becomes 
effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 
Upon approval of the licensee mental health practitioAer, respondeAt SA all ;!neergo aAd 
conliffile..treatmeAt with that therapist-aAd-al-respoodeflt!s..oWA-9xpense,tlnlil-the-beard-Geems 
that no further pSYGhotherapy-is-flecessary. The board may re€l;!ire respondent-tG-lHlGef!:}G-a 
meAtal health e ...al~atioA(s) by a board-awointed-ef..OOard-approved-liGensoo-memtal-Aealth 
practitioner. 

-&,-20. 	 Medical Evaluation (Appropriate for those cases where the evidence demonstrates that the 
respondent has had a physical problem/disability which was a contributing cruse of the violations 
and which may affect the respondent's ability b practice.) 

Within !hi!:!vJ301 days of the effective date of this deCision, and on a periodic basis thereafter 
as may be required by the board or its designee, respondent shall undergo a medical 
evaluation, at respondent's own expense, by a board-appointed or board-approved physician 
who shall furnish a medical report to the board. The approved physiCian shall be provided with 
a copy of the board's [accusation or petition to revoke probation] and decision. A record of this 
notification must be provided to the board upon reguest. Respondent shall sign a release 
authorizing the physician to furnish the board with a current diagnosis and a written report 
regarding the respondent's ability to function independently as a pharmacist with safetv to the 
public. Respondent shall comply with all the recommendations of the physician if directed by 
the board or its designee. 

If respoAdeAt is re€l;!ired by the board the physician recommends. and the board or its designee 
directs. that respondent to-undergo medical treatment, respondent shall, within !hi!:!vJ301 days 
of written notice from the board, submit to the board or its designee, for prior approval, the 
name and gualifications of a licensed physiCian of respondent's choice. for:.-its;3fioF-aflproval; 
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tAEHlaFRe-8flt:KtualifiGatieRS of a physiGian-eHespef\€leffi!&£Re~R-WafG-aWfGvaklf-lfle 
treatiR€J-PhysiGiaR,Fespondent shall Iolndergo and continlole medical treatment. with that 
physiGian-aRd-at-respondenl's-oWR-eX-pense;.4lnlil-fuflhef-netice from the board. Res~ 
sRalJ..l:!ave-the-treating physician slolbmit written qlolarterly reports to the board. Shook:! 
respgf\€lent;-f~r-any-reason, cease treatment with the awroved-physician. respondeflt..shall 
nolify-the-beard immediately and ... • ..ithin 30 days gf ceasing treatment. stfbmit the name of a 
replacement-physician of respondent's cheice to the boafG.foF-its-J*ier approval. Within thirty 
(30) days of approval thereof respondent shall submit documentation to the board 
demonstratinq the commencement of treatment with the approved physician. Should 
respondent, for any reason. cease treatment with the approved physician, respondent shall 
notify the board immediately and. within thirty (30) days of ceasino treatment submit the name 
of a replacement physician of respondent's choice to the board or its designee for prior 
approval. Within thirty (30) days of approval thereof, respondent shall submit documentation to 
the board demonstrating the commencement of treatment with the approved replacement. 
Failure to comply with any deadline stated by this paragraph shall be considered a violation of 
probation. 

Upon approval of the initial or any subsequent physician respondent shall undergo and 
continue treatment with that physician. at respondent's own expense until the treating physician 
recommends in writing to the board. and the board or its designee agrees by way of a written 
notification to respondent. that no further treatment is necessarv. Upon receipt of such 
recommendation from the treating physician and before determining whether to accept or 
reject said recommendation, the board or its designee may require respondent to undergo. at 
respondent's own expense. a medical evaluation by a separate board-appointed or board­
approved physician. If the approved evaluating physician recommends that respondent 
continue treatment, the board or its designee may require respondent to continue treatment. 

Respondent shall take all necessarv steps to ensure that any treating physiCian submits written 
quarterly reports to the board concerning respondent's fitness to practice, progress in 
treatment. and other such information as may be reguired by the board or its designee. 

If at any time an approved evaluating physiCian or respondent's approved treating physician 
determines that respondent is unable to practice safely or independently as a pharmacist. the 
evaluating or treating physiCian shall notify the board immediately by telephone and follow up by 
written letter within three (3) working days. Upon notification from the board or its designee of 
this determination, respondent shall be automatically suspended and shall not resume practice 
until notified by the board that practice may be resumed. 

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed 
premises of a wholesaler. veterinarv food-animal drug retailer or any other distributor of drugs 
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or 
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act 
involving drug selection. selection of stock. manufacturing compounding. dispensing or patient 
consultation; nor shall respondent manage. administer. or be a consultant to any licensee of the 
board, or have access to or control the ordering manufacturing or dispensing of dangerous 
drugs and controlled substances. Respondent shall not resume practice until notified by the 
board. 

During suspension. respondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated 
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representative for any entity licensed by the board. 

Subject to the above restrictions. respondent may continue to own or hold an interest in any 
licensed premises in which he or she holds an interest at the time this decision becomes 
effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

(Option language to be used in addition to standard language) 
Option: ~Commencing on the effective date of this decision. respondent shall not engage 
in the practice of pharmacy until notified in writing by the board eHts-Getermination-that 
respondent has been deemed is-medically fit to practice safely and independently. and the 
board or its designee approves said recommendation. 

During suspension. respondent shall not enter any pharmacy area or any portion of the 
licensed premises of a wholesaler. veterinary food-animal drug retailer or any other distributor 
of drugs which is licensed by the board. or any manufacturer. or where dangerous drugs and 
devices or controlled SUbstances are maintained. Respondent shall not practice pharmacy nor 
do any act involving drug selection. selection of stock. manufacturing. compounding. dispensing 
or patient consultation; nor shall respondent manage. administer. Gf-Or be a consultant to any 
licensee of the board. or have access to or control the ordering. manufacturing or dispensing of 
dangerous drugs or controlled substances. Respondent shall not resume practice until notified 
by the board. 

During suspension, R[espondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an-eJ(Gffl!:ltee.!j 
designated representative for any entity licensed by the board. 

Subject to the above restrictions. respondent may continue to own or hold an interest in any 
pharmacy-licensed premises in which he or she holds an interest at the time this decision 
becomes effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

(Option language to be used in addition to standard language) 
Option: If recommended by the evaluating physician and approved by the board. respondent 
shall be suspended from practiCing pharmacy until the treating physician recommends. in 
writing. stating the basis therefor. that respondent can safely and independently resume the 
practice of a pharmacist. and the board or its designee approves said recommendation. 
Respondent shall not resume practice until notified by the board that practice may be resumed. 

During suspension. respondent shall not enter any pharmacy area or any portion of the 
licensed premises of a wholesaler. veterinary food-animal drug retailer or any other distributor 
of drugs which is licensed by the board. or any manufacturer. or where dangerous drugs and 
devices or controlled substances are maintained. Respondent shall not practice pharmacy nor 
do any act involving drug selection. selection of stock. manufacturing. compounding. dispensing 
or patient consultation; nor shall respondent manage. administer. Gf-QLbe a consultant to any 
licensee of the board. or have access to or control the ordering. manufacturing or dispensing of 
dangerous drugs and controlled substances. Respondent shall not resume practice until 
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notified by the board. 

During suspension, Rrespondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or afl-€l(eff!fltee~ 
designated representative for any entity licensed by the board. 

Subject to the above restrictions, respondent may continue to own or hold an interest in any 
IlAarmaGy.,licensed premises in which he or she holds an interest at the time this decision 
becomes effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be conSidered a violation of probation.

 +'~1:_J~ellabilitation Progmm-Pharmacists Recovery Program (PRP) (Appropriate for 
chemical dependency (alcohol, drugs), or psychiatric disorders (mental illness, emotional 
disturbance, gamblng) 

Within thirty (301 days of the effective date of this decision, respondent shall contact the 
Pharmacists Recovery Program CPRP) for evaluation, and shall immediately thereafter enroll, 
successfully participate in, and complete the treatment contract and any subsequent 
addendums as recommended and provided by the PRP and as approved by the board or its 
designee. The costs for PRP participation shall be borne by the respondent. 

If respondent is currently enrolled in the PRP, said participation is now mandatory and as of the 
effective date of this decision is no longer considered a self-referral under Business and 
Professions Code section 43634362(c)(2), as of the effeGtive date of this aeGision. Respondent 
shall successfully participate in and complete his or her current contract and any subsequent 
addendums with the PRP, 

Failure to timely contact or enroll in the PRP, or successfully partiCipate in and complete the 
treatment contract andlor any addendums, shall be considered a violation of probation. 

Probation shall be automatically extended until respondent successfully completes-lli~ 
tFealmeRkeffifaGt the PRP. Any person terminated from the PRP program shall be 
automatically suspended upon notise by the board. Respondent may not resume the practice 
of pharmacy until notified by the board in writing. 

Any confirmed positive test for alcohol or for any drug not lawfully prescribed by a licensed 
practitioner as part of a documented medical treatment shall result in the automatic suspension 
of practice by respondent and shall be considered a violation of probation. Respondent may 
not resume the practice of pharmacy until notified by the board in writing. 

During suspension, respondent shall not enter any pharmacy area or any portion of the 
licensed premises of a wholesaler, veterinary food-animal drug retailer or any other distributor 
of drugs which is licensed by the board, or any manufacturer, or where dangerous drugs and 
devices or controlled substances are maintained. Respondent shall not practice pharmacy nor 
do any act involving drug selection, selection of stock, manufacturing, compounding, dispensing 
or patient conSUltation: nor shall respondent manage. administer. or be a consultant to any 
licensee of the board, or have access to or control the ordering, manufacturing or dispensing of 
dangerous drugs and controlled SUbstances. Respondent shall not resume practice until 
notified by the board. 
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During suspension, respondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated 
representative for any entity licensed by the board. 

Subject to the above restrictions, respondent may continue to own or hold an interest in any 
licensed premises in which he or she holds an interest at the time this decision becomes 
effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

Respondent shall pay administrative fees as invoiced by the PRP or its designee. Fees not 
timely paid to the PRP shall constitute a violation for probation. The board will collect unpaid 
administrative fees as part 01 the annual probation monitoring costs if not submitted to the PRP. 

(Option language to be used in addition to standard language) 
Option: Respondent shall work in a pharmacy setting with access to controlled substances for 
six (6) consecutive months before successfully completing probation. If respondent fails to do 
so, probation shall be automatically extended until this condition has been met. Failure to 
satisfv this condition within six (6) months beyond the original date of expiration of the term of 
probation shall be considered a violation of probation. 

The-OOaFG-shall-fetaif!-:iur-isdictioA-lG-institute-action-tG-termiflate-proDalioo-for-any 
violation of this term. 
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8.22. 	 Random Drug Screening (If PRP provision is required. this term is also to be included to 

allow for continued fluid monitoring by the Board in cases where a respondent successfully 

complete§. the PRP before completion of the probation period; terms ill.-also appropriate for those 

cases where the evidence demonstrates that the respondent may have a problem with chemical 

dependency (drugs. alcohol) but where the PRP is not required.) 


Respondent, at his or her own expense, shall participate in random testing, inclUding but not 
limited to biological fluid testing (urine, blood), breathalyzer, hair follicle testing, or a-other drug 
screening program ap~as directed by the board or its designee. Tile length of time shall 
be-roHhe-Respondent may be required to participate in testing for the entire probation period 
and the frequency of testing will be determined by the board or its designee. At all times~ 
respondent shall fully cooperate with the board or its designee, and shall, when directed, Submit 
to such tests and samples for the detection of alcohol, narcotics, hypnotics, dangerous drugs or 
other controlled SUbstances as the board or its designee may direct. Failure to timely submit to 
testing as directed shall constiMe be considered a Violation of probation. Upon request of the 
board or its designee, respondent shall provide documentation from a licensed practitioner that 
the prescription for a detected drug was legitimately issued and is a necessary part of the 
treatment of the respondent. Failure to timely provide such documentation shall be considered 
a violation of probation. Any confirmed positive test for alcohol or for any drug not lawfully 
prescribed by a licensed practitioner as part of a documented medical treatment shall be 
considered a violation of probation and Qru§-tesl-shall result in the immeEliate automatic 
suspension of practice of pharmacy by respondent. Respondent may not resume the practice 
of pharmacy until notified by the board in writing. 

During suspension. respondent shall not enter any pharmacy area or any portion of the 
licensed premises of a wholesaler, veterinary food-animal drug retailer or any other distributor 
of drugs which is licensed by the board. or any manufacturer. or where dangerous drugs and 
devices or controlled substances are maintained. Respondent shall not practice pharmacy nor 
do any act involving drug selection, selection of stock, manufacturing compounding, dispensing 
or patient consultation: nor shall respondent manage, administer. or be a consultant to any 
licensee of the board. or have access to or control the ordering, manufacturing or dispensing of 
dangerous drugs and controlled substances. Respondent shall not resume practice until 
notified by the board. 

During suspension. respondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated 
representative for any entity licensed by the board. 

Subject to the above restrictions. respondent may continue to own or hold an interest in any 
licensed premises in which he or she holds an interest at the time this decision becomes 
effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

9.23. 	 Abstain from Drugs aid Alcohol Use 

Respondent shall completely abstain from the possession or use of alcohol, controlled 
substances, dangerous drugs and their associated paraphernalia except when the drugs are 
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon 
request of the board or its designee, respondent shall provide documentation from the licensed 
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practitioner that the prescription for the drug was legitimately issued and is a necessary part of 
the treatment of the respondent. Respondent shall-ensblF9 that he or she is nol-ill-the-same 
pflysiGaf.location as iOOiviauals who are usiAj:rimGil-sblbstal1GeS-9Vefl-if..respoAlient..Js.oot 
personally ingesting the drugs. Failure to timely provide such documentation shall be considered 
a violation of probation. Respondent shall ensure that he or she is not in the same physical 
location as individuals who are using illicit substances even if respondent is not personally 
ingesting the drugs. Any possession or use of alcohol, controlled substances, or their 
associated paraphernalia not supported by the documentation timely provided, and/or any 
physical proximity to persons using illicit substances. shall be considered a violation of 
probation. 

24. 	 Prescription Coordination and Monitoring of Prescription Use (Appropriate for 
chemical dependency <alcohol drugs), or psychiatric disorders (mental illness. emotional 
disturbance. gambling) 

Within thirtv (30) days of the effective date of this decision, respondent shall submit to the 
board, for its prior approval, the name and qualifications of a single physician, nurse 
practitioner. physician assistant, or psychiatrist of respondent's choice, who shall be aware of 
the respondent's history (with the use of alcohol, controlled substances, andlor dangerous 
drugs, and/or of mental illness, and/or of gambling addiction] and who will coordinate and 
monitor any prescriptions for respondent for dangerous drugs, controlled substances or mood­
altering drugs. The approved practitioner shall be provided with a copy of the board's 
[accusation or petition to revoke probation] and decision. A record of this notification must be 
provided to the board upon request. Respondent shall sign a release authorizing the 
practitioner to communicate with the board about respondent's treatmentis). The coordinating 
physician. nurse practitioner, physician assistant. or psychiatrist shall report to the board on a 
quarterly basis for the duration of probation regarding respondent's compliance with this 
condition. If any substances considered addictive have been prescribed, the report shall 
identify a program for the time limited use of any such substances. The board may require that 
the single coordinating physician. nurse practitioner, physician assistant or psychiatrist be a 
specialist in addictive medicine, or consult a specialist in addictive medicine. ShOUld 
respondent. for any reason, cease supervision by the approved practitioner, respondent shall 
notify the board immediately and. within thirty (30) days of ceasing treatment, submit the name 
of a replacement physician, nurse practitioner, physician assistant. or psychiatrist of 
respondent's choice to the board or its designee for its prior approval, Failure to timely submit 
the selected practitioner or replacement practitioner to the board for approval, or to ensure the 
required reporting thereby on the quarterly reports, shall be considered a violation of probation. 

If at any time an approved practitioner determines that respondent is unable to practice safely 
or independently as a pharmacist. the practitioner shall notify the board immediately by 
telephone and follow up by written letter within three (3) working days. Upon notification from 
the board or its designee of this determination, respondent shall be automatically suspended 
and shall not resume practice until notified by the board that practice may be resumed. 

During suspension respondent shall not enter any pharmacy area or any portion of the 
licensed premises of a Wholesaler. veterinarv food-animal drug retailer or any other distributor 
of drugs which is licensed by the board, or any manufacturer, or where dangerous drugs and 
devices or controlled SUbstances are maintained. Respondent shall not practice pharmacy nor 
do any act involving drug selection, selection of stock. manufacturing. compounding, dispensing 
or patient consultation; nor shall respondent manage, administer, or be a consultant to any 
licensee of the board, or have access to or control the ordering. manufacturing or dispensing of 

44 
Deletions to the regulatory text are indicated by double strike-through, thus: delete II Iii e II ell. Additions t 0 the regulatory 
ten are indicated by a double underli ne, thus: added 13 nguage 

http:usiAj:rimGil-sblbstal1GeS-9Vefl-if..respoAlient..Js


dangerous drugs and controlled substances. Respondent shall not resume practice until 
notified by the board. 

During suspension. respondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacv technician or a deSignated 
representative for any entity licensed by the board. 

Subject to the above restrictions. respondent may continue to own or hold an interest in any 
licensed premises in which he or she holds an interest at the time this decision becomes 
effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

'lJ).,6jLCommunity Services Program 

Within sixty (601 days of the effeclive date of this decision, respondent shall submit to the board 
or its desiqnee, for ils-prior approval, a community service program in which respondent shall 
provide free health-care related services on a regular basis to a community or charitable facility 
or agency for at least ___ hours per for the first of probation. Within 
thirty (30) days of board approval thereof, respondent shall submit documentation to the board 
demonstratinq commencement of the communitv service proqram. A record of this notification 
must be provided to the board upon request. Respondent shall report on progress with the 
communitv service program in the quarterly reports. Failure to timely submit. commence. or 
comply with the program shall be considered a violation of probation. 

44.26. Restitution (For-F'haflllacist-and-F'remisas}- (Appropriate in cases of drug diversion, theft, 
--fraudulent billhg, or patient harm resulting from negligence or incompetence.) 

Within ___ days of the effective date of this decision, respondent shall pay restitution to 
____ in the amount of $ . Failure to make restitution by this deadline shall be 
considered a violation of probation. 

~27. Remedial Education 

Within [!blrtyJ301, ~601, ninetv (gO)] days of the effective date of this deCision, respondent 
shall submit to the board or its designee, for ils-prior approval, an appropriate program of 
remedial education related to [the grounds for discipline]. The program of remedial education 
shall consist of at least ___ hours, which shall be completed within ___ months/year 
at respondent's own expense. +he-pe~f-PFobatk)Fl-stlal~b~R4ed-1ffitil-suGtl-remeGial 
eOOGatiaA-i&-SliGGessfully ooAlpletee ane written proof, in a farAl accepta13le to the 13oare, is 
proviGee-ta-ttle-boar4-AIi remedial education shall be in addition to. and shall not be credited 
toward, continuing education (CE) courses used for license renewal purposes. 

Failure to timely submit or complete the approved remedial education as set fartl1 l1ereinabo'le 
~r the filing of a petition to revoke probation shall be considered a violation of 
probation. The period of probation will be automatically extended until such remedial education 
is successfully completed and written proof. in a form acceptable to the board, is provided to 
the board or its designee. 
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Following the completion of each course, the board may-admiHister-or its designee may require 
the respondent. at his or her own expense, to take an approved aFl-examination to test the 
respondent's knowledge of the course. If the respondent does not achieve a passing score on 
the examination. this failure shall be considered a violation of probation. Any such examination 
failure shall require respondent to take another course approved by the board in the same 
subject area. 

Option: Respondent shall be restricted from the practice of [areas where a serious deficiency 
has been identified] until the remedial education program has been successfully completed. 

28. Pharmacy Self-Assessment Mechanism 

Within the first year of probation, respondent shall complete the Pharmacist Self-Assessment 
Mechanism (PSAM) examination provided by the National Association of Boards of Pharmacy 
(NABP). Respondent shall submit a record of completion to the board demonstrating he/she 
has completed this examination. Respondent shall bear all costs for the examination. 
Continuing education hours received for this examination shall not be used as part of the 
required continuing education hours for renewal purposes. 

Failure to timely complete the PSAM or submit documentation thereof shall be considered a 
violation of probation. 

Option A: Respondent shall waive any rights to confidentiality and provide examination results 
to the board or its designee. 

Option B: (This term must be accompanied by the "Remedial Education" term. [Include/Modify 
Remedial Education Term to Conform].) Respondent shall waive any rights to confidentiality 
and provide examination results to the board or its designee. Based on the results of the 
examination, the board shall determine which courses are appropriate for remedial education. 

~29. PharmaGY Intern Pharmacist Experience (For Intern Pharmacist) 

Within ~gOl days of the effective date of this deciSion, respondent shall submit to the 
board or its designee. for ils-prior approval, a pharmacy intern training program consisting of 
-..,..___ hours to be served as an intern pharmacist in lLcommunity -and/or institutional 
pharmacy as directed. Respondent shall successfully complete the intern hours within the first 
year of probation and shall, by no later than one (1) year from the effective date of this decision. 
submit a "Pharmacy Intern ExperienGe Affidavit" and "Pharmacy Intern Hol!fS-Affi~eG 
by-a-mlrrently-liseAsee pharmacist not on pro13ation with Ihe 130am proof satisfactorv to the 
board of completion of this experience signed under penalty of perjurv by both the respondent 
and supervising pharmacist. Failure to timely complete or document the required intern 
experience shall be considered a violation of probation. 

44-.30. Supervised Practice 

During the period of probation, rRespondent shall practice only under the supervision of a 
licensed pharmacist not on probation with the board. Upon and after the effective date of this 
decision. rRespondent shall not practice pharmacy and his or her license shall be automatically 
suspended untillRe-l!..,supervisor is approved by the board or its designee. The supervision 
shall be, as required by the board or its designee, either: 
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Continuous - At least 75% tG-WQ%-Of a work week 
Substantial -At least 50% of a work week 
Partial - At least 25% of a work week 
Daily Review - Supervisor's review of probationer's daily activities within 24 hours 

Within thirty (301 days of the effective date of this decision, respondent shall have his or her 
supervisor submit notification to the board in writing stating that the supervisor has read the 
decision in case number and is familiar with the required level of supervision as 
determined by the board or its designee. It shall be the respondent's responsibility to ensure 
that his or her employer(s). pharmacist-in-charge and/or supervisor(s) submit timely 
acknowledgement(s) to the board. Failure to cause the direct supervisor and the pharmacist-in­
charge to submit timely acknowledgements to the board shall be considered a violation of 
probation. 

If respondent changes employment, it shall be the respondent's responsibility to ensure that his 
or her employer(s), pharmacist-in-charge and/or supervisor(s) submit timely 
acknowledqement(s) to the board. rB.espondent shall have his or her new supervisor, within 
fifteen (151 days after employment commences, submit notification to the board in writing 
stating the direct supervisor and pharmacist-in-charge have read the decision in case number 
;:::-__,----;-and is familiar with the level of supervision as determined by the board. 
Respondent shall not practice pharmacy and his or her license shall be automatically 
suspended until the board or its designee approves a new supervisor. Failure to cause the 
direct supervisor and the pharmacist-in-charge to submit timely acknowledgements to the board 
shall be considered a violation of probation. 

Within ~1 01. days of leaving employment, respondent shall notify the board in writing. 

During suspension, respondent shall not enter any pharmacy area or any portion of the 
licensed premises of a wholesaler, veterinarv food-animal drug retailer or any other distributor 
of drugs which is licensed by the board. or any manufacturer, or where dangerous drugs and 
devices or controlled SUbstances are maintained. Respondent shall not practice pharmacy nor 
do any act involving drug selection, selection of stock, manufacturing. compounding, dispensing 
or patient consultation: nor shall respondent manage, administer. or be a consultant to any 
licensee of the board. or have access to or control the ordering, manufacturing or dispensing of 
dangerous drugs and controlled substances. Respondent shall not resume practice until 
notified by the board. 

During suspension, respondent shall not engage in any activity that requires the professional 
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of 
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated 
representative for any entity licensed by the board. 

Subject to the above restrictions, respondent may continue to own or hold an interest in any 
licensed premises in which he or she holds an interest at the time this decision becomes 
effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

45.-;!LNo Supervision of Ancillary Personnel 

During the period of probation, Rrespondent shall not supervise any ancillary personnel, 
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including, but not limited to, registered pharmacy technicians or~ desiqnated 

representatives, Gf!!} any entity licensed by the board. 


Failure to comply with this provision shall be considered a violation of probation. 
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4.1),32. No Ownership of Licensed Premises 

Respondent shall not own. have any legal or beneficial interest in, or serve as a manager, 
administrator, member, officer, director, trustee, associate, or partner of any business, firm, 
partnership, or corporation currently or hereinafter licensed by the board. Respondent shall sell 
or transfer any legal or beneficial interest in any entity licensed by the board within ~901 
days following the effective date of this decision and shall immediately thereafter provide written 
proof thereof to the board. Failure to timely divest any legal or beneficial interest(s) or provide 
documentation thereof shall be considered a violation of probation. 

Option: Respondent shall not acquire any new ownership, legal or beneficial interest nor serve 
as a manager, administrator, member, officer, director, trustee, associate, or partner of any 
additional business, firm, partnership, or corporation licensed by the board. If respondent 
currently owns or has any legal or beneficial interest in, or serves as a manager, administrator, 
member, officer, director, ~associate, or partner of any business, firm, partnership, or 
corporation currently or hereinafter licensed by the board, respondent may continue to serve in 
such capacity or hold that interest, but only to the extent of that position or interest as of the 
effective date of this decision. Violation of this restriction shall be considered a violation of 
probation. 

4+.~Separate File of Records (For pharmacist owners and phannacisls-in-charge) 

Respondent shall maintain and make available for inspection a separate file of all records 
pertaining to the acquisition or disposition of all controlled substances. Failure to maintain such 
file or make it available for inspection shall be considered a violation of probation. 

-1-&.-34. Report of Controlled Substances (For pharmacist owners and pharmacisls-in-charge) 

Respondent shall submit quarterly reports to the board detailing the total acquisition and 
disposition of such controlled substances as the board may direct. Respondent shall specify 
the manner of disposition (e.g., by prescription, due to burglary, etc.) or acquisition (e.g., from a 
manufacturer, from another retailer, etc.) of such controlled substances. Respondent shall 
report on a quarterly basis or as directed by the board. The report shall be delivered or mailed 
to the board no later than NnJ.101 days following the end of the reporting period. Failure to 
timely prepare or submit such reports shall be considered a violation of probation. 

4-9,35. No Access to Controlled Substances 

During the period of probation and as directed by the board or its designee. Rrespondent shall 
not order, possess, dispense or otherwise have access to any controlled substance(s) in 
Schedule II, 1II,IVorV (Health and Safety Code sections 11055-11058 inclusive). Respondent 
shall not order, receive or retain any ~securitv prescription forms. Failure to comply 
with this restriction shall be considered a violation of probation. 

ZOr~3):!;6.,--__Criminal Probation/Parole Reports 

Respondent shall provide a copy of the conditions of any criminal probation/parole to the board, 
in writing, within NnJ.101 days of the issuance or modification of those conditions. Respondent 
shall provide the name of his or her probation/parole officer to the board, in writing, within ten 
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{101 days after that officer is designated or a replacement for that officer is designated. 
Respondent shall provide a copy of all criminal probation/parole reports to the board within ten 
{101 days after respondent receives a copy of such a report. Failure to timely make any of the 
submissions reguired hereby shall be considered a violation of probation. 

Z4,37. Consultant for Owner or Phannacist-i!n-Charge 

(Option #1 for pharmacist owners - primarily intended for appropriate cases where the 
respondent is the sole owner and pharmacist-in-charge of his or her own pharmacy, the 
standard language should be used in most cases.) 

During the period of probation, Rrespondent shall not supervise any intern pharmacist,peFferm 
any gf the dllties gf a f3FeGef3ter or serve as a consultant to any entity licensed by the board. 
Respondent may be a pharmacist-in-charge. However, if during the period of probation 
respondent serves as a pharrnacist-in-charge, respondent shall retain an independent 
consultant at his or her own expense who shall be responsible for reviewing pharrnacy 
operations on a [monthly/quarterly] basis for compliance by respondent with state and federal 
laws and regulations governing the practice of pharmacy and for compliance by respondent 
with the obligations of a pharmacist-in-charge. The consultant shall be a pharmacist licensed 
by and not on probation with the board and whose name shall be submitted to the board or its 
designee, for its-prior approval, within 1!:l!.!!vJ301 days of the effective date of this decision. 
Respondent shall not be a pharmacist-in-charge at more than one pharmacy or &any 
pharmacy of which he or she is not the sole owner. Failure to timely retain, seek approval of, or 
ensure timely reporting by the consultant shall be considered a violation of probation. 

(Option #2 - appropriate for pharmaciSts who are not pharmacy owners, but who wish, 
because of their current employment, to remain as the pharmacist-in-charge, and have 
provided aSGUmeRtatisR documented mitigating evidence to warrant this option.) 

During the period of probation, Rrespondent shall not supervise any intern pharmacist, perform 
the duties sf a preseptsF or serve as a consultant to any entity licensed by the board. In the 
event that the respondent is currently the pharmacist-in-charge of a pharmacy, the pharmacy 
shall retain an independent consultant at its own expense who shall be responsible for 
reviewing pharmacy operations on a [monthly/quarterly] basis for compliance by respondent 
with state and federal laws and regulations governing the practice of pharmacy and for 
compliance by respondent with the obligations of a pharmacist-in-charge. The consultant shall 
be a pharmacist licensed by and not on probation with the board and whose name shall be 
submitted to the board or its designee. for its-prior approval~ _wl£Y:ithin 1!:l!.!!vJ301 days of the 
effective date of this decision. Respondent shall not be a pharmacist-in-charge at more than 
one pharmacy or at any pharmacy of which he or she is not the current PIC. The board may, in 
case of an employment change by respondent or for other reasons as deemed appropriate by 
the board or its designee, preclude the respondent from acting as a pharmacist-in-charge. 
Failure to timely retain, seek approval of, or ensure timely reporting by the consultant shall be 
considered a violation of probation. 

~38. Tolling of Suspension 

During the period of suspension, respondent shall not leave California for any period exceeding 
ten (10) days, regardless of purpose (including vacation). Any such absence in excess of the 
(10) days during suspension shall be considered a violation of probation. Moreover, any 
absence from California during the period of suspension exceeding ten (10) days shall toll the 
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suspension. i.e., the suspension shall be extended by one day for each day over ten (10) days 
respondent is absent from California. During any such period of tolling of suspension, 
respondent must nonetheless comply with all terms and conditions of probation. 

Respondent must notify the board in writing within ten (10) days of departure, and must further 
notify the board in writing within ten (10) days of return. The failure to provide such 
notification(s) shall constitute a violation of probation. Upon such departure and return, 
respondent shall not resume the practice of pharmacy until notified by the board that the period 
of suspension has been satisfactorily completed. 

---IIt-fr<reossflGlldent leaves Califernia la resiEle-GF-flrasti£e-GlIIsKle-lAis slate, fer ally.per-ieG 
eXGeeGillg-4G-Gays (including '!acalian), respandenl musl natify Ihe baard in ' ....riling af the dates 
eklej:larture and returR. Perieds ef residency ar flraeliee eutside the stale er any aesanoe 
eXGee<:ling a flerieG ef 10 Gays shall nal apply Ie Ihe resl;lclian af the sl;lspensian periooo 

Respansent shall nGt practiGe flharmaGY upon returning to this slate until notified by the bGard 
that-the-periad-of.-suspen~as-been-wmpfe~ 

39. Surrender of DEA Permit 

Within thirty (30) days of the effective date of this decision, respondent shall surrender his or 
her federal Drug Enforcement Administration (DEA) permit to the DEA, for cancellation. 
Respondent shall provide documentarv proof of such cancellation to the board or its designee. 
Respondent is prohibited from prescribing until the board has received satisfactorv proof of 
cancellation. Thereafter, respondent shall not apply/reapply for a DEA registration number 
without the prior written consent of the board or its designee. 

Option: Respondent may obtain a DEA permit restricted to Schedule(s) controlled 
substance(s). 

Option: Respondent shall not order, receive, or retain any federal order forms, including 222 
forms, for controlled substances. 

40. Ethics Course 

Within sixty (60) calendar days of the effective date of this decision, respondent shall enroll in a 
course in ethics, at respondent's expense, approved in advance by the board or its designee. 
Failure to initiate the course during the first year of probation and complete it within the second 
year of probation, is a violation of probation. 

Respondent shall submit a certificate of completion to the board or its designee within five days 
after completing the course. 
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PHARMACY TECHNICIAN 

The board files cases against pharmacy technicians where the violation(s) involve significant 
misconduct on the part of the licensee. The board believes that revocation is ~the 
appropriate penalty when grounds for discipline are found to exist. Grounds for discipline 
include, but are not limited to the following violation(s) of law(s) involving: 

~. Possession of dangerous drugs and/or controlled sUbstances 
~·::;DB;".d· Use of dangerous drugs and/or controlled substances 
~. Possession for sale of dangerous drugs and/or controlled substances 
~. Personal misuse of drugs or alcohol 

If revocation is not imposed, the board recommends a minimum ef.-a-Category III level of 
discipline be imposed on the pharmacy technician. This would include suspension and 
probation. 

In addition, a pharmacy technician would be required to obtain certification from the Pharmacy 
::resRfliGian-CeftiflGatioo-BGarG-W-T-GB}as defined by Business and Professions Code section 
4202(a)(4) prior to resuming work as a pharmacy technician. The board believes that 
certification prior to resuming work is always warranted in cases where a pharmacy technician 
regislraliGn license is disciplined but not revoked. 

Pharmacy technicians are issued a registration,license based on minimal education~-Gf-training 
requirements or certification. No examination is required for issuance of the registration. 
Pharmacy technicians are not independent practitioners and must work under the supervision 
of a pharmacist. To place a pharmacy technician on probation places an additional burden on 
the pharmacist (who mayor may not be on probation) to ensure that the respondent pharmacy 
technician complies with the terms and conditions of his or her probation. 

TERMS OF PROBATION - PHARMACY TECHNICIAN 

A minimum three-year probation period has been established by the board as appropriate in 
most cases where probation is imposed. A minimum five-year probation period has been 
established by the board as appropriate where self-administration or diversion of controlled 
substances is involved. Terms and conditions are imposed to provide consumer protection and 
to allow the probationer to demonstrate rehabilitation. _A suspension period may also be 
required as part of the probation order. The board prefers that any stayed order be for 
revocation rather than for some period of suspension. 

Probation conditions are divided into two categories: (1) standard conditions that shall appear in 
all-slLprobation cases, and (2) optional conditions that depend on the nature and circumstances 
of a particular case. These conditions may vary depending on the nature of the offense(s). 

The board may also impose any other condition appropriate to the case where the condition is 
not contrary to public policy. 
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CATEGORY OF VIOLATIONS AND RECOMMENDED PENALTIES 

CATEGORY III - Penalty 

Minimum: 	 Revocation; Revocation stayed, 90 days actual suspension, three years 
probation. All standard terms and conditions shall be included and optional 
terms and conditions as appropriate. 

Maximum: Revocation 

Applies to all applicable statutes and regulations 

MODEL DISCIPLINARY LANGUAGE - PHARMACY TECHNICIAN 

The following standardized language shall be used in every decision where the order of 
condition is imposed. 

Revocation-SiRgt~ 

Pharmacy +!echnician registration license number , issued to respondent 
.,,-__~~ is revoked. Respondent shall relinquish his or her pGGket-technician ~n 
license to the board within !!mJ101 days of the effective date of this decision. Respondent may 
not reapply or petition the board for reinstatement of his or her revoked technician registration 
license for three ~ears from the effective date of this decision. 

A condition of reinstatement shall be that the respondent is certified as defined in Business and 
Professions Code section 4202(a)(4)by..tlle..J2i1armacy.::r-eG/lfliGian.Gertification BoaFd-fP-T-GB} 
and provides satisfactory proof of certification to the board. 

Respondent shall pay to the board its costs of investigation and prosecution in the amount of 
$ 	 within fifteen (151 days of the effective date of this decision. 

Option: As a condition precedent to lJpoo-reinstatement of his or her revoked technician 
registration-license respondent shall reimburse the board for its costs of investigation and 
prosecution in the amount of $ ,~Jmd-s.§.aid amount shall be paid in full prior to the 
reapplication or reinstatement of his or her revoked technician license. unless otherwise 
ordered by the board of Ris or her teehnieian re§istration. If tRe respondent fails to pay tRe 
amount specified, his or ROF teehnieian FO§istratioR sRall remain revol'<Od. 

R~woGation-Multiple-Gauses 

+eoRAiGiaA-rBgistration number , issued to responEleAt is reVOKed 
J*lfSUi3nt-tG-GetefFRiRalioo-G~sues , s~tely and tOEJetRer. Respondenf..sllall 
rejiA{!uisR-llis or her pOCKet techAician re§istration to the board ' ....itllin 1Q days of the effective 
dale-Gf..thfs..decisiGJt..Respond8A1-ma~lioo-lJ:le.IJoard for reinstaternent-ef..l:lls-cr-AeF 
fO\/Gl'<Od-teohAlciaR-registration for three years from tRe effoative Elate of this Geeision. A 
GORdition-Gf..reinstatementsllall-be-tllat.tlle-responeent is certified by the PRarmacy-+ectmiGian 
Certification Board (PTCB) anG proviEles satis/aatory proof of certifieation to tRo board. 
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Rasp8AGent.sRall-pay-tG-tlle-eoard-it&-GQSts-of investigation afl4.proseGliIiGA-iA-lile-amount-ef 
$ ....ithin 1 aGays of tRe effective Elate of this decision. 

Gptklw.-\Jpon-reiAstaterneAt~-hiS-OF-heF-teohAiGian-registratiG/HBsponGent.shal!-reimbur-se 

tRe-eoard for its costs of investig~IiGA-iA-lile-amount-ef !Ii , aAd-said 
amount shall be paid in full prior to the reinstatement of his or Rer-teshrliGian-regislraliGrr.-lf.the 
respondent fails to pay..the-amouAt.speeifiecl, his or her technician registmtion-shall-rarnaiA 
fO>JOked.. 

Suspension Single Cause 

As part of probation, +echrliciaA-fegistration number , issued te-respondent 
is suspended from working as a pharmacy technician for for-a-periGd-Gf 

beginning the effective date of this decision. 

During suspension, respondent shall not enter any pharmacy area or any portion of or any other 
board licensed premises (wholesaler, veterinarv food-animal drug retailer or any other 
distributor of drugs) any drug manufacturer, or any other location where dangerous drugs and 
devices or controlled substances are maintained. Respondent shall not do any act involving 
drug selection, selection of stock, manufacturing, compounding or dispensing; nor shall 
respondent manage, administer. or assist any licensee of the board. Respondent shall not 
have access to or control the ordering, manufacturing or dispensing of dangerous drugs and 
devices or controlled substances. 

Respondent shall not direct, control or perform any aspect of the practice of pharmacy. Subject 
to the above restrictions respondent may continue to own or hold an interest in any licensed 
premises in which he or she holds an interest at the time this decision becomes effective unless 
otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 
SuspOflsiofl--M!lltiple-Gauses 

Technician registration number , issued to respondenHs-suspended-for-a-pefiGd 
of pursuanl-te-GeterrniAation-e~lJes , sellarately-af1(j-tO§etller~ 
All susllensions shall run eoncwrrentll'. Respondent is susponEled from the4lJties-of.a 
pharmaoy-teohniGian for beginning the-effOGtiv&<:late-sf.tRis-Gecision, 

Standard Stay/Probation Order 

Pharmacy +!echnician fO{listralion license number issued-t:eo=:=:::==== 
is revoked; however, the revocation is stayed and respondent is placed on probation for 
_____ years upon the following terms and conditions: 

Issuance of Probationary License (In cases where a Statement of Issues has been filed.) 

Upon satisfaction of all statutorv and regulatorv requirements for issuance of a license. a 
license shall be issued to respondent and immediately revoked: the order of revocation is 
stayed and respondent is placed on probation for years upon the following terms and 
conditions: 
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Surrender 

Respondent surrenders pharmacy technician re§istr-atiGR-license number as of 
the effective date of this decision. Respondent shall relinquish his or her pGGket-pharmacy 
technician fe§'islfatieA-license to the board within !§ll101 days of the effective date of this 
decision. 

The surrender of respondent's license and the acceptance of the surrendered license by the 
board shall constitute the imposition of discipline against respondent This decision constitutes 
a record of discipline and shall become a part of respondent's license history with the board. 

Respondent understands and agrees that if he or she ever files an application for licensure or a 
petition for reinstatement in the State of California, the board shall treat it as a new application 
for licensure. 

Respondent may not reapply for any license, permit. or technician registration ef-from the board 
for three ffiyears from the effective date of this decision. Respondent stipulates that should 
feSflenGeffi-he or she apply for any tecHniGiafHellistratieA-license from the board on or after the 
effective date of this decision, all allegations set forth in the [accusation or petition to revoke 
probation] shall be deemed to be true, correct and admitted by respondent when the board 
determines whether to grant or deny the application. Respondent shall satisfy all requirements 
applicable to that license as of the date the application is submitted to the board, including, but 
not limited to certification by a nationally recognized body prior to the issuance of a new license. 
Respondent is required to report this surrender as disciplinary action.Shol.lfd res(3ondent a(3(3ly 
fof.afly-r!ew license, res(3ondent ....iII be sllbject to all terms and conditions not f'lFe~'iollsly 
satisfied,. 

Resf*lRGen-Hlhall-meet all re"luirements-a~Gal3le-to that techRician registFation as oF-th<HIate 
thO--af'fllication is submitted to the board, including, tJut nat liffiited la certification by a nationally 
r€GO§nizefl-bGGy-prior-!G-the-issuance of a new-rellistratien-, 

Respondent further stipulates that he or she shall reimburse the board for its costs of 
investigation and prosecution in the amount of $ within days of the 
effective date of this decision. 
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Option: Respondent stipulates that should he or she apply for any tecAniGiafHellistration 
license from the board on or after the effective date of this decision~-tRat-investigation and 
prosecution costs in the amount of $ shall be paid to the board prior to issuance 
of the technician registFation license. 

Public Reprimand 

It is hereby ordered that a public reprimand be issued against pharmacy technician license, 
. Respondent is required to report this reprimand as a disciplinary action. 

Adoption of Stipulation 

It is understood by respondent that, in deciding whether to adopt this stipulation, the board may 
receive oral and written communication from its staff and the ,I\ttarney Genera!!s-Office of the 
Attorney General. Communications pursuant to this paragraph shall not disqualify the board or 
other persons from future participation in this or any other matter affecting respondent. In the 
event this settlement is not adopted by the board, the stipulation will not become effective and 
may not be used for any purpose, except this paragraph, which shall remain in effect. 
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STANDARD CON[JTIONS- To be included in all probation decisions/orders. 

+efm-Number;....(Number-s·refleGt-aGl""I-Ierm-aAd-oollditiGll-ilumbeffi-3s-1isted-be!liAllillg-wiIAi*'fl'ge"""===~.j 

1. Certification Prior to Resuming Work 
2. Obey at!1I Laws 
3. Reportiflg to the Board 
4. Interview with the Board 
5. Cooperatieng with Board Staff 
6. Notice to Employers 
7. Reimbursement of Board Costs 
B. Probation Monitoring Costs 
9. Status of License 
10. License Surrender While on Probation/Suspension 
4-lh11. Notification of a Change in Name, Residence Address, employment/Mailing Address or 
---Employment-Gl1aAge 
44,,12. Tolling of Probation 
~13. Violation of Probation 
4-3,14. Completion of Probation 
44,ldGen~urrender '1'ihile on ProbationlSuspension 

OPTIONAL CONDITIONS 

-'hAGlual-SuspensiGR 
,2,~No Ownership of Licensed Premises 
3,JL-Attend Substance Abuse Recovery Relapse Prevention and Support Group§ 
4,lL...-Random Drug Screening 
5,-18. Work Site Monttor 
G,,19. Notification of Departure 
7,~bstain from Drugs and Alcohol Use 
Ih~Tolling of Suspension 
22. Restitution 
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STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS 

·1~_1._Certification Prior to Resuming W,rk 

Respondent shall be automatically suspended from working as a pharmacy technician until he 
or she is certified ey-tl1e-P-llarma£y-+eGl'lfHGian Certilieation Boara (PTCBjas defined by 
Business and Professions Code section 4202(a)(4) and provides satisfactory proof of 
certification to the board. Respondent shall not resume working as a pharmacy technician until 
notified by the board. Failure to achieve certification within one (i) year shall be considered a 
violation of probation. Respondent shall not resume working as a pharmacy technician until 
notified by the board. 

During suspension, respondent shall not enter any pharmacy area or any portion of any other 
board lhe-licensed premises of-a-fwholesaler, veterinary food-animal drug retailer or any other 
distributor of drugsl whiGh is licensea by the boara, or any drug manufacturer, or any other 
location where dangerous drugs and devices or controlled substances are maintained. 
Respondent shall not do any act involving drug selection, selection of stock, manufacturing, 
compounding or dispensing; nor shall respondent manage, administer, eF be a consultant-te-Q[ 
assist any licensee of the board,. Respondent shall not or-have access to or control the 
ordering, manufacturing or dispensing of dangerous drugs and devices or controlled 
substances. Respondent shall not resume work until notified by the board. 

Subject to the above restrictions, respondent may continue to own or hold an interest in any 
eAtity-licensed premises by the board in which he or she holds an interest at the time this 
decision becomes effective unless otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

2~L...Obey All Laws 

Respondent shall obey all state and federal laws and regulations-s\ll3staRtially-rolateG-iG-GF 
geveming tho prastiGe of pharmaoy. 

Respondent shall report any of the following occurrences to the board, in writing. within 
seventy-two (72) hours of such occurrence: 

an arrest or issuance of a criminal complaint for violation of any provision of the 
Pharmacy Law. state and federal food and drug laws, or state and federal controlled 
su bstances laws 
a plea of guilty or nolo contendre in any state or federal criminal proceeding to any 
criminal complaint, information or indictment 
a conviction of any crime 
discipline, citation. or other administrative action filed by any state or federal agency 
which involves respondent's license or which is related to the practice of 
pharmacy or the manufacturing, obtaining. handling, distributing, billing, or charging for 
any drug, device or controlled substance. 

Failure to timely report any such occurrence shall be considered a violation of probation. 

3-.~Reporting to the Board 

Respondent shall report to the board quarterly, on a schedule as directed by the board or its 
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designee. The report shall be made either in person or in writing, as directed. Among other 
requirements, Rrespondent shall state in each report under penalty of perjury whether there has 
been compliance with all the terms and conditions of probation. Failure to submit timely reports 
in a form as directed shall be considered a violation of probation. Any period(s) of delinquency 
in submission of reports as directed may be added to the total period of probation. Moreover, lif 
the final probation report is not made as directed, probation shall be automatically extended 
automatisally-until such time as the final report is made and accepted by the board. 

4A...!...-lnterview with the Board 

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with 
the board or its designee, IJPon FG(jbiest at vaRoos-such intervals and at-a-Iocations as are tG-Ge 
determined by the board or its designee, Failure to appear for anv scheduled interview without 
prior notification to board staff, or failure to appear at two (2) or more scheduled interviews with 
the board or its designee during the period of probation, shall be considered a violation of 
probation, 

lh~CooperatiGn£ with Board Staff 

Respondent shall cooperate with the board's inspectional program and iR-with the board's 
monitoring and investigation of respondent's compliance with the terms and conditions of his or 
her probation, Failure to GOR'lf}Iy-cooperate shall be considered a violation of probation, 
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6,~Notice to Employers 

During the period of probation, Rrespondent shall notify all present and prospective employers 
of the decision in case number and the terms, conditions and restrictions imposed on 
respondent by the decision, as follows:. 

Within !bk!v.1301 days of the effective date of this decision, and within fifteen (151 days of 
respondent undertaking .!illY..new employment, respondent shall cause his or her direct 
supervisor, pharmacist-in-charge (including each new pharmacist-in-charge employed during 
respondent's tenure of employment) and owner emplGyaf-to report to the board in writing 
acknowledging that the listed individual(s) has/have employer has read the decision in case 
number and the terms and conditions imposed thereby. It shall be respondent's 
responsibility to ensure that his or her employer(s) and/or supervisor(s) submit timely 
acknowledgement(s) to the board. 

If respondent works for or is employed by or through a pharmacy employment service, 
respondent must notify the-his or her direct supervisor, pharmacist-in-charge and/Gf owner at 
every pharmacy of the terms and conditions of the decision in case number ___ in 
advance of the respondent commenCing work at each pharmacy, A record of this notification 
must be provided to the board upon reguest. 

Furthermore, within thirtv (30) days of the effective date of this decision, and within fifteen (15) 
days of respondent undertaking any new employment by or through a pharmacy employment 
service, respondent shall cause his or her direct supervisor with the pharmacy employment 
service to report to the board in writing acknowledging that he or she has read the decision in 
case number and the terms and conditions imposed thereby, It shall be respondent's 
responsibility to ensure that his or her employer(s) and/or supervisor(s) submit timely 
acknowledgment(s) to the board, 

Failure to timely nolifv present or prospective employer(s) or to cause that/those employer(s) to 
submit timely acknowledgements to the board shall be considered a violation of probation. 

"Employment" within the meaning of this provision shall include any full-time, part-time, 
temporary or relief service or pharmacy management service as a pharmacy technician or 
in any position for which a pharmacy technician license is a reguirement or criterion for 
employment, whether the respondent is considered an employee, Gf-independent contractor 
or volunteer, 

hL-Reimbursement of Board Costs 

As a condition precedent to successful completion of probation, Rrespondent shall pay to the 
board its costs of investigation and prosecution in the amount of $ , Respondent 
shall make said payments as follows: , There shall be no deviation from this 
schedule absent prior written approval by the board or its designee. Failure to pay costs by the 
deadline(s) as directed shall be considered a violation of probation, 

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to 
reimburse the board its costs of investigation and prosecution. 

QptioR' If f9S@QRElenl fails-ID-malm.aflll=f'§¥menl-9y...tiIe.giremea aeaaliR~fl_lav-shall 
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lhL-Probation Monitoring Costs 

Respondent shall pay lRe-!illY...costs associated with probation monitoring as determined by the 
board each and every year of probation. Such costs shall be payable to the board at the end of 
eaGh-yeaf-l3F-j:lFOOatiGfl on a schedule as directed by the board or its designee. Failure to pay 
such costs by the deadline(s) as directed shall be considered a violation of probation. 

thlL-Status of License 

Respondent shall, at all times while on probation, maintain an active, current pharmacy 
technician fegislr.atiGniGeftifiGation-license with the board, including any period during which 
suspension or probation is tolled. Failure to maintain an active. current license shall be 
considered a violation of probation. 

If respondent's pharmacY technician f-e,}istfalionlreftifisatien-license expires or is cancelled by 
operation of law or otherwise at any time during the period of probation. including any 
extensions thereof due to tolling or otherwise, upon renewal or reapplication. respondent's 
license shall be subject to all terms and conditions of this probation not previously satisfied. 

10. License Surrender While on ProbationfSuspension 

Following the effective date of this deciSion. should respondent cease work due to retirement or 
health, or be otherwise unable to satisfy the terms and conditions of probation, respondent may 
tender his or her pharmacy technician license to the board for surrender. The board or its 
designee shall have the discretion whether to grant the request for surrender or take any other 
action it deems appropriate and reasonable. Upon formal acceptance of the surrender of the 
license, respondent will no longer be subject to the terms and conditions of probation. This 
surrender constitutes a record of discipline and shall become a part of the respondent's license 
historv with the board. 

Upon acceptance of the surrender. respondent shall relinquish his or her pharmacY technician 
license to the board within ten (10) days of notification by the board that the surrender is 
accepted. Respondent may not reapply for any license. permit. or registration from the board 
for three (3) years from the effective date of the surrender. Respondent shall meet all 
requirements applicable to the license sought as of the date the application for that license is 
submitted to the board. 

4-O,.1.LNotification of a Change in Name, Residence Address, ~aymeffilMailing 
Address or EmploymentGllange 

Respondent shall notify the board in writing within !Sillli 01 days of any change of employment. 
Said notification shall include the reasons for leaving,-.aAG1GF the address of the new employer, 
the name of the supervisor GF-and owner, and the work scheduler if known. Respondent shall 
further notify the board in writing within!Silll1 01 days of a change in name, residence address 
and mailing address, or phone number. 

Failure to timely notify the board of any change in employer(s). name(s), address(es), or phone 
number(s) shall be considered a violation of probation. 
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-14.1b.Tolling of Probation 

Except during periods of suspension. respondent shall. at all times while on probation. be 
employed as a pharmacy technician in California for a minimum of hours per 
calendar month. Any month during which this minimum is not met shall toll the period of 
probation, i.e .. the period of probation shall be extended by one month for each month during 
which this minimum is not met. During any such period of tolling of probation. respondent must 
nonetheless comply with all terms and conditions of probation. 

It is a violation at probation fer respondent to wark less than houFS-j:l6f.month-as-.a 
pharrnaGY technicianlexemJ3lea-Should respondent, regardless of residency, for any reason 
(including vacation) cease practiciniil working as a pharmacy technician or an oxemplee for a 
minimum of hours per calendar month in California, respondent must notify the 
board in writing within!Silll1 01 days of cessation of )3FaGtise-work and must further notify the 
board in writing within ten (10) days of or-the resumption of the-praGlice work. SUGh-periods-of 
time shall not apply to the reduction of the pfGbation period. Any failure to provide such 
notification(s) shall be considered a violation of probation. 

It is a violation of probation for respondent's probation to remain tolled pursuant to the 
prOVisions of this condition for a total period, counting consecutive and non-consecutive 
months, exceeding-tIlree-GGAseGUtive-years thirty-six (36) months. 

"Cessation of pr-aGtiGework" means aAy-peried-ef..tifne.€-xceediA~O-days-calendar 
month during iA-which respondent is not engaged in the praGtioe of working for at least 
-;:;--:-__h",o",u,,!-r~s-!,a~sa pharmacy techniCian, as defined in seGtiGn eI-t-he 
Business and Professions Code section 4115. "Resumption of work" means any 
calendar month during which respondent is working as a pharmacy technician for at 
least hours as a pharmacy technician as defined by Business and Professions 
Code section 4115. 

-1·2·,13. Violation of Probation 

If a respondent has not complied with any term or condition of probation the board shall have 
continuing jurisdiction over respondent. and probation shall automatically be extended, until all 
terms and conditions have been satisfied or the board has taken other action as deemed 
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and 
to impose the penalty that was stayed. 

=If respondent violates probation in any respect, the board, after giving respondent notice 
and an opportunity to be heard, may revoke probation and carry out the diSCiplinary order whish 
that was stayed. Notice and opportunity to be heard are not required for those provisions 
stating that a violation thereof may lead to automatic termination of the stay and/or revocation 
of the license. If a petition to revoke probation or an accusation is filed against respondent 
during probation, the board shall have continuing jurisdiction, and the period of probation shall 
be automatically extended. until the petition to revoke probation or accusation is heard and 
decided. 

If a rospondeAt has not Gomplied 'Nith aA)' term or condition of proGatiGR, the board shall h.we 
oontinuin\3 jurisdiction over respondent, and probation shall automatically-be-extendeG-untih3li 
ter.fAS.and-GGAditions-ilave-l:Jeert..satfsfied-GF-tlle-board-has-taken-ether-.aolioA-as.oeemeG 
appropriate to treat the failure to comply as a violation of probation, to tefFAinate pfGbation, and 
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1e-imJ)Gse-tlle-penalty-wllictl was stayed. 

13.-14. Completion of Probation 

Upon written notice by the board indicating successful completion of probation. respondent's 
pharmacy technician registration license will be fully restored. 

!f.4.....b.iGeflSe Surrender While on Probation!Susj:lension 

~lIowiR§-Il'le-effeGtive-Gate of ttl is decisiGR,-SflooId-fesjlendent cease practice due to retiFeffleflt 
or-ilealth. or be otherwise llnable Ie satisfy the terms and conditions of probation. responGeHt 
may-teAser-lli&<3F-ReHicense-to-tlle-OOa~ser.--+lle-boars shall ha'Je-tRe-GlSGFOtion 
wtletHeHO grant ttle reqllest for surrenser or take any oiller action it seems appropriata-aRt! 
f€aseAabI&.-Ypon-formal-aGGOptanGe-Gf the surrenser of the license. respondent • ....iII no-lon§8f 
Ge-sllbjeGt-to-the-terms-anG-Gonditions of probation. 

Ypon-aGGeptance of the sllrrender. responsent shall relin(juish his or her pocl(8t lisense to lhe 
beartl-witl'liR4G-days-ef..notifieatiGn-by-tlle-OOarG-tl'lat-ttle surrender is aGGOpteG,..ResJ)Gnden\ 
may-AGHeaf)ply for any license from lhe soard for three years from the effecti\'e date of the 
SbIFfOnder. Respondent shall meet all re(juirements applicasle Ie the license sObl€lht as Gf-tIla 
date-tHe application for that license is sllsmitted to the eoard. 

OPTIONAL CONDITIONS OF PROBATION 

-As-part-{)f-fJr-oeation;-r-e~-i6-Sllspended-from-tl'le-Glltie&<3f-a-fJhar-macy 
tecIlnician for se€linning ttle effective date of tllis decision. 

---I:)llfing-wsJ)Gnsion. respondent shall not enter any pharmacy area or any portion-of..tlla 
Ucensed-f)remises-of-a-wllGJesalef;-Velefinary-1'ood-animaklr-!,JfJ-f8taiieHlr-any-otoo-Gistrielltor 
ef-drugs which is licensed by the soard. or any manufacturer. or ','mere dangerolls dwgs and 
deviG8S-{)f-GGAtr-olled-substances-are-maintained.-Respondeffi.shaU-not-Go-anY-aGt-irwolving 
drllg selection. selection of stock. maAufacturing. compounding or dispensing; nor shall 
fBSflondent-manage,-adminisler. OF ee a consultant to any licensee of the soard. or have 
accoss to or control tl1a ordering. manufacturing or dispensing of dangerous lirugs anli lie"icos 
or controlled substancos. 

---Sueject-to-tl1-e-above restrictions. respoAdent-may continue to own or hold an interest in 
any-ontity-licensed ey tile board in which he or she holds an intemst at tho time this decision 
booomes-effeetive-uAless otherwise specified in this-erdOf, 

---I:)llring-st.-lSpeAsion. respondeAt-sRall-not-perfOfm any of the-dlJties of a pharmacy 
teehnician as provided by Section 1793.2 of tho California Code of Reglliations. 

2.1B.,.....No Ownership of Licensed Premises 

Respondent shall not own. have any legal or beneficial interest in. or serve as a manager. 
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administrator. member. officer. director. trustee. associate. or partner of any business. firm. 
partnership. or corporation currently or hereinafter licensed by the board. Respondent shall sell 
or transfer any legal or beneficial interest in any entity licensed by the board within ninety (901 
days following the effective date of this decision and shall immediately thereafter provide written 
proof thereof to the board. Failure to timely divest any legal or beneficial interest(s) or provide 
documentation thereof shall be considered a violation of probation. 

Option: Respondent shall not acquire any new ownership. legal or beneficial interest nor serve 
as a manager. administrator. member. officer. director. trustee. associate. or partner of any 
additional business. firm. partnership. or corporation licensed by the board. If respondent 
currently owns or has any legal or beneficial interest in. or serve as a manager. administrator. 
member. officer. director. trustee. associate. or partner of any business. firm. partnership. or 
corporation currently or hereinafter licensed by the board, respondent may continue to serve in 
such capacity or hold that interest. but only to the extent of that position or interest as of the 
effective of this decision. Violation of this restriction shall be considered a violation of probation. 

a,12.......Attend Substance Abuse Recovery Relapse Prevention and Support Groups 
(Appropriate for those cases with chemical dependency (alcohol. drugs» 

Within !hi!:l'i..(301 days of the effective date of this decision. respondent shall begin regular 
attendance at a boarli approveli recognized and established substance abuse recovery support 
group in California. (e.g .• AlcoholicJ1 Anonymous. GeeaiRe-Narcotics Anonymous. etc.,) which 
has been approved by the board or its designee. Respondent must attend at least one group 
meeting per week unless otherwise directed by the board or its designee. Respondent shall 
continue regular attendance and submit signed and dated documentation confirming 
attendance with each quarterly report for the duration of probation. Failure to attend or submit 
documentation thereof shall be considered a violation of probation. 

~1L.....Random Drug Screening (Appropriate for those cases with chemical dependency (alcohol, 
drugs» 

Respondent. at his or her own expense. shall partiCipate in random testing. including but not 
limited to biological fluid testing (urine. blood). breathalyzer. hair follicle testing. or a-other drug 
screening program approved-as directed by the board or its designee. :r..J:le..lengtl'l-of-time-shaU 
ee fer the Respondent may be required to participate in testing for the entire probation period 
and the frequency of testing will be determined by the board or its designee. At all times 
respondent shall fully cooperate with the board or its designee. and shall. when directed. submit 
to such tests and samples for the detection of alcohol. narcotics. hypnotics. dangerous drugs or 
other controlled substances as the board or its designee may direct. Failure to timely submit to 
testing as directed shall constirute-be considered a violation of probation. Upon reguest of the 
board or its designee. respondent shall provide documentation from a licensed practitioner that 
the prescription for a detected drug was legitimately issued and is a necessarv part of the 
treatment of the respondent. Failure to timely provide such documentation shall be considered 
a violation of probation. Any confirmed positive drug-test for alcohol or for any drug not lawfully 
prescribed by a licensed practitioner as part of a documented medical treatment shall be 
considered a violation of probation and shall result in the immediate automatic suspension of 
pr-aGtice-work by respondent. Respondent may not resume thO-flF8GtiGe-Gf.phafmasy·work as a 
pharmacy technician until notified by the board in writing. 

During suspension. respondent shall not enter any pharmacy area or any portion of or any other 
board licensed premises (wholesaler. veterinarv food-animal drug retailer or any other 
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distributor of drugs) any drug manufacturer. or any other location where dangerous drugs and 
devices or controlled substances are maintained. Respondent shall not do any act involving 
drug selection. selection of stock. manufacturing. compounding or dispensing: nor shall 
respondent manage. administer. or assist any licensee of the board. Respondent shall not 
have access to or control the ordering. manufacturing or dispensing of dangerous drugs and 
devices or controlled substances. Respondent shall not resume work until notified by the 
board. 

Respondent shall not direct. control or perform any aspect of the practice of pharmacy. Subject 
to the above restrictions. respondent may continue to own or hold an interest in any licensed 
premises in which he or she holds an interest at the time this decision becomes effective unless 
otherwise specified in this order. 

Failure to comply with this suspension shall be considered a violation of probation. 

5,~Work Site Monitor (Appropriate for those cases with chemical dependency (alcohol. drugs» 

Within hill...(101 days of the effective date of this decision, respondent shall identify a work site 
monitor, for prior approval by the board, who shall be responsible for supervising respondent 
during working hours. +!le-Respondent shall be responsible for ensuring that the work site 
monitor shaH-r-epeft-reports in writing to the board quarterly. Should the designated work site 
monitor determine at any time during the probationary period that respondent has not 
maintained sobriety, he or she shall notify the board immediately, either orally or in writing as 
directed. Should respondent change employment, a new work site monitor must be 
designated, for prior approval by the board, within ~1 01 days of commencing new 
employment. Failure to identify an acceptable initial or replacement work site monitor, or to 
ensure quarterly reports are submitted to the board, shall be considered a violation of probation. 

&.~Notification of Departure (Approprtate for those cases with chemical dependency (alcohol 
drugs)) 

If-fespondent-leaves-Prior to leaving the probationarv geographic area designated by the board 
or its designee for a period greater than twenty-four (241 hours, respondent shall notify the 
board verbally and in writing of the dates of departure and return, prier to lea\<inlj. Failure to 
comply with this provision shall be considered a violation of probation. 

'h20. 	 Abstain from Drugs and Alcohol Use (Approprtate for those cases with chemical 
dependency (alcohol. drugs)) 

Respondent shall completely abstain from the possession or use of alcohol, controlled 
substances, dangerous drugs and their associated paraphernalia except when the drugs are 
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon 
request of the board or its designee, respondent shall provide documentation from the licensed 
practitioner that the prescription for the drug was legitimately issued and is a necessary part of 
the treatment of the respondent. Failure to timely provide such documentation shall be 
considered a violation of probation. Res,",ondont shall onS<lre that he or she is net in tho same 
f)ilysisal-lesalion as individuals who are using illicit substances even if respondent is not 
persenally-ingesting-the-dr-ug&.-AGditienaUy,respondenl-shall-Gause-the-pr-eSGfibiflll-pr-aciitioR-er 
Ie notify the-bGard in ',wiling, indicating their 8'Naren8SS of the chemical dependency. 
Additienally,respondenl-shall-Gaw;e-lhe-preSGfibiflll-physiciaR-tG-fletify-the-bGar-d-in-writing, 
indicating their awareness sf tRe chemical dependency. Respondent shall ensure that he or she 
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is not in the same physical location as individuals who are usinq illicit substances even if 
respondent is not personally ingesting the drugs. Any possession or use of alcohol, controlled 
substances, or their associated paraphernalia not supported by the documentation timely 
provided, and/or any physical proximity to persons using illicit substances, shall be considered a 
violation of probation. 
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8.,6LTolling of Suspension 

During the period of suspension, respondent shall not leave California for any period exceeding 
ten (10) days, regardless of purpose (including vacation), Any such absence in excess of ten 
(10) days during suspension shall be considered a violation of probation. Moreover. any 
absence from California during the period of suspension exceeding ten (10) days shall toll the 
suspension. i.e .. the suspension shall be extended by one day for each day over ten (10) days 
respondent is absent from California. During any such period of tolling of suspension. 
respondent must nonetheless comply with all terms and conditions of probation. 

Respondent mllst notify the board in writing within ten (10) days of departure, and must further 
notify the board in writing within ten (10) days of return. The failure to provide such 
notification(s) shall constitute a violation of probation. Upon such departure and return. 
respondent shall not return to work until notified by the board that the period of suspension has 
been satisfactorily completed. 

If respondent lea'les California to Feside or wastise olJtside tRis state, OF for any period 
8lffieediRg.4Q4ay&finsllJding '1asation), respondent must notify the board in writing of the dates 
okIepartuFe and feturn. Periods of residency sr flrastise outside the state Of any aoseR08 
eXGeedif1g-a-periGd-Gf~ys-sI1all-oot-apply..to-tRe-fedlJGtioR-Gf..Ihe-suspensioR-f38riod, 

Resflondent-shaH.flOi-aGt-as-a-phaFFRaGy..twAniGiafl-U-P0R-feturning-to-tAis-stale-ootil-flotified-by 
the-board that the period of slJspensien has been sempleted. 
22. 	 Restitution (Appropriate in cases of drug diversion. theft. fraudulent billing. or patient hann 

resulting from negligence or incompetence.) 

Within days of the effective date of this decision. respondent shall pay restitution to 
in the amount of $ Failure to make restitution by this deadline shall be 

considered a violation of probation. 

67 
Deletions to the regulatory text are indicated by double strike-through, thus: 11181s'8 III 18f1I!:UIK8. Additions t 0 the regulatory 
text are indicated by a double underli ne, thus: added language 

E-XE--MP+E-€DESIGNATED REPRESENTATIVE 

The board files cases against exemptees deSignated representatives where the violation(s) 
involve Significant misconduct on the part of the licensee. The board believes that revocation is 
~the appropriate penalty when grounds for discipline are found to exist. Grounds for 
discipline include, but are not limited tOL the following violation(s) of law(s) involving: 

~. Possession of dangerous drugs andlor controlled SUbstances 
~a-~_/.'0. Use of dangerous drugs andlor controlled substances 
;:~~C=:: 2=·1i~,· Possession for sale of dangerous drugs andlor controlled substances 
~. Personal misuse of drugs or alcohol 

If revocation is not imposed, the board recommends a minimum Gf-a-Category III level of 
discipline be imposed on the-ex8fRptee designated representative. This would include 
suspension and probation. 

An exemplee 'Nollid be reC{llired Ie ge reexamined by the board prior Ie resuming work as an 
exemples,. 

TERMS OF PROBATION EXEMPTEEDESIGNATED REPRESENTATIVE 

A minimum three-year probation period has been established by the board as appropriate in 
most cases where probation is imposed. A minimum five-year probation period has been 
established by the board as appropriate where self-administration or diversion of controlled 
substances is involved. Terms and conditions are imposed to provide consumer protection and 
to allow the probationer to demonstrate rehabilitation. A suspension period may also be 
required as part of the probation order. The board prefers that any stayed order be for 
revocation rather than for some period of suspension. 

Probation conditions are divided into two categories: (1) standard conditions that shall appear in 
all-§!Lprobation cases, and (2) optional conditions that depend on the nature and circumstances 
of a particular case. These conditions may vary depending on the nature of the offense(s). 

The board may also impose any other condition appropriate to the case where the condition is 
not contrary to public policy. 

CATEGORY OF VIOLATIONS AND RECOMMENDED PENALTIES 

CATEGORY 111- Penalty 

Minimum: 	 Revocation; Revocation stayed, 90 days actual suspension, three years 
probation. All standard terms and conditions shall be included and optional 
terms and conditions as appropriate. 

Maximum: Revocation 

Applies to all applicable statutes and regulations 
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MODEL DISCIPLINARY LANGUAGE - EX-E-MP+E-€DESIGNATED 

REPRESENTATIVE ­

The following standardized language shall be used in every decision where the order of 
condition is imposed. 

Revocation--Siflgle Cause 

Designated Representative license GeftlfiGatieR-number , issued to respondent 
_--,-...,.-_=_is revoked. Respondent shall relinquish his or her designated representative 
j3eGKet-Gei'tifiealioo-license to the board within ~1 01 days of the effective date of this 
decision. Respondent may not petition the board for reinstatement of his or her revoked 
Gef\ifieatieR-designated representative license for three ffiYears from the effective date of this 
decision. 

A-GGR<:IitieR-Gf-feiflslaleRlenl shall be that tAe Fesj3endent Fetake the exemj3lien eeFlifiGatien 
ex3RliAatieFk 

Respondent shall pay to the board its costs of investigation and prosecution in the amount of 
$ within fifteen (151 days of the effective date of this decision. 

Option: As a condition precedent to tJpeA-reinstatement of his or her revoked designated 
representative license eei'tiliealien respondent shall reimburse the board for its costs of 
investigation and'prosecution in the amount of $____,~_and-s2aid amount shall be paid in 
full pnor to the reinstatement of his or her~eatien revoked designated representative 
license, unless otherwise ordered bv the board. If..the-reSj3GRllenl-faiJs..le..j:lay-the-ame\,IAI 
sj3eeified, Ais er her certificalien shall remain reveke4 

Revosation-MultipIe-Causes 

GertifieatieA-ffilffiber ____, issued te resj3endent is-mvekeG-j3IlFSllafli-te 
GateFFHiAatioo-ef lsslles , sepaFately and le€letRer. Respendent shall relinEjl/isR Ris er 
her-j3GGket-GertilieatiGR-to the beard VlilAin 10 days ef Ihe effeclive date-Gf this aecisi9Fk 
RespemleAt Rlay net petitien the beard fer reinstateRlenl ef his er her Feveked eertifieatien fer 
tRree-years-frem-the-effeetive-date-ef-thi!Hleeisien. A eenditien ef FeinstalemeRt-shall-be-that 
Ihe respendenl relal~e Ihe 9XeRlj3lien eertifiealien examinalien. 

~naent sAall pay Ie Ihe beard its eesls ef invesligalien and j3resecl/lien in Ihe ammlAt-Gf 
$___ within-1-&4ays-of-tRe-effeGli-ve-date-ef-this-decisi9Fk 

Gpti~-eiflstatemenl ef his er her eerlifieatien respeAdent shall reimburse the beard fer 
its-rosts-ef-iAvestigalieA and preseel/lieA in the aRlellAt ef $___, am:! said ameunt shall-Be 
j3aid-iA-fIlIl-prier-te-the-reinstatement-eF-Ris-or-hef-Gerlifieatiefh...-lf..tRe-resj3enGeAt-fails-le-pay-ths 
aFH9Ilnt specified, Ais er her eertifieatieA sAall reRlain re'leked. 

Suspension--SingJe...Gause 

As part of probation.GeflifieatieR-AllfHbel: , issuea-te respondent is 
suspended from working as a deSignated representative for beginning the effective 
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date of this decisiona peried ef 

During suspension, respondent shall not enter any pharmacY area or any portion of the licensed 
premises of a Wholesaler, veterinary food-animal drug retailer or any other distributor of drugs 
licensed by the board, or any drug manufacturer, or any other location where dangerous drugs 
and devices or controlled substances are maintained. Respondent shall not perform any of the 
duties of a designated representative. nor do any act involving drug selection, selection of 
stock. manufacturing. dispensing: nor shall respondent manage. administer. or be a consultant 
to any licensee of the board. or have access to or control the ordering. manufacturing or 
dispensing of dangerous drugs and devices and controlled substances. Respondent shall not 
resume work until notified by the board. 

Respondent shall not direct. control or perform any aspect involving the distribution of 
dangerous drugs and devices and controlled substances. Subject to the above restrictions, 
respondent may continue to own or hold an interest in any licensed entity in which he or she 
holds an interest at the time this decision becomes effective unless otherwise specified in this 
order. 

Failure to comply with this suspension shall be considered a violation of probation. 
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---.. ----------~----

SuspensiGn-Multlple-Ga.uses 

GeftifisatiGA-flumber , issueG Ie respenGenl is suspenGeG ffir a peried ef 
p~FmiRatie_f Isslles , separately and togetheF,-Alj 

suspensions shall run concurrently. Respendent is suspended from the Gllties ef an exemptee 
fGf i:Jeginning the effesti'Je date of this desisie"", 

Standard Slay/Probation Order 

Designated representative license GertifisaliGll-number issued-to 
=::;=:;::==;===-is revoked; however, the revocation is stayed and respondent is placad on 
probation for years upon the following terms and conditions: 

Issuance of Probationary License (In cases where a Statement of Issues has been filed.) 

Upon satisfaction of all statutory and regulatory requirements for issuance of a license, a 
license shall be issued to respondent and immediately revoked; the order of revocation is 
stayed and respondent is placed on probation for years upon the following terms and 
conditions: 

Surrender 

Respondent surrenders GOfIifiGalieR-designated representative license number _-:--:-___ 
as of the effective date of this decision. Respondent shall relinquish his or her peGket 
Gertif!satien-designated representative license to the board within ~1 01 days of the effective 
date of this decision. 

The surrender of respondent's license and the acceptance of the surrendered license by the 
board shall constitute the imposition of discipline against respondent. This decision constitutes 
a record of discipline and shall become a part of respondent's license history with the board. 

Respondent understands and agrees that if he or she ever files an application for licensure or a 
petition for reinstatement in the State of California, the board shall treat it as a new application 
for licensure. 

Respondent may not reapply for any eertifisalien ef license, permit or registration from the 
board for three !ill..years from the effective date of this decision. Respondent stipulates that 
should he or she respendenl apply for any sertilisatien license from the board on or after the 
effective date of this decision, all allegations set forth in the [accusation or petition to revoke 
probation] shall be deemed to be true correct and admitted by respondent when the board 
determines whether to grant or deny the application. Respondent shall satisfy all requirements 
applicable to that license as of the date the application is submitted to the board prior to 
issuance of a new license. Respondent is required to report this surrender as disciplinary 
action.ShooG reSpenG9nt apply ffir any nS''''' lisense, respendenl will be subjest te all terms and 
GGAditieAs-flOt-prellieusly-satisfie4 

Respondent shall meet all requiraments applicaele te that certilicatien as ef the date the 
applicalien is sblemi!tae Ie Ihe eearG, inclbldin>J, ellt net IimiteG Ie Olcemptee raexaminalion prier 
Ie Ihe issllance ef a ne'll regislratien er sertifisalien. 

71 
Deletions to the regulatory text are indicated by double strike-through, thus: d81et d III ft i1eB. Additions t 0 the regulatory 
text are indicated by a double underli ne. thus: added language 

Respondent further stipulates that he or she shall reimburse the board for its costs of 

investigation and prosecution in the amount of $ within days of the 

effective date of this decision. 


Option: Respondent stipulates that should he or she apply for any GOfIifiGalieR-license from the 
board on or after the effective date of this decision, that-investigation and prosecution costs in 
the amount of $ shall be paid to the board prior to issuance of the-Gertilk:ati9A 
new license. 

Public Reprimand 

It is hereby ordered that a public reprimand be issued against designated representative 
license, . Respondent is required to report this reprimand as a disciplinarv 
action. 
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Adoption of Stipulation 

It is understood by respondent that, in deciding whether to adopt this stipulation, the b.oard may 
receive oral and written communication from its staff and the Attorney General's Office of the 
Attorney General. Communications pursuant to this paragraph shall not disqualify the board or 
other persons from future participation in this or any other matter affecting respondent. In the 
event this settlement is not adopted by the board, the stipulation will not become effective and 
may not be used for any purpose, except this paragraph, which shall remain in effect. 
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STANDARD CONIlTIONS - To be included in all probation decisions/orders. 

1. Certifiealion PfioF-te-Resl;miA§-Wot:k 
1h_1._0bey a811 Laws 
~6,.-ReportiA>l to the Board 
+'L-Interview with the Board 
1h---4. Cooperation~ with Board Staff 
9-.----5. Notice to Employers 
6. No Being Designated Representative-in-Charge 
9-,7. Reimbursement of Board Costs 
'l-ihS. Probation Monitoring Costs 
.:J.Ih9. Status of License 
10.--Ucense Surrender While on Probation/Suspension 
~J..:LNotification of a Change in Name, Residence Address, Employment/Mailing Address or 

Employment-GJ:laA>Je 
4+.-.1L..Tolling of Probation 
-11l-,13. Violation of Probation 
4-9-,14. Completion of Probation 
-1+.biGense-Suff.endeF-WhilEKm-P-fobatlan!SuspeRSion 

OPTIONAL CONDITIONS 

Tenn·Number.-(NumbefS-refleGI-aGtual-term·and-GOFKlilion-numbers-as-1isted·-beginning·-with-page _.) 

1 .Aell/al S l/sponsion 
;1.,~No Ownership of Licensed Premises 
~~Attend Substance Abuse Recovery Relapse Prevention and Support Group~ 
4,1L-Random Drug Screening 
&,-18. Work Site Monitor 
~19. Notification of Departure 
+'~bstain from Drugs and Alcohol Use 
&-~Tolling of Suspension 
22. Restitution 
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STANDARD CONDITIONS - TO BE INCLUDED IN ALL PROBATIONS 

3.Reexamination-P-r.ial'-to-Resuming-W.()fk 

ResponGent shall be suspenGed from working as an exemptee until he or she tal~es and 
passes-tRe-exemptiGR-ellamiRation as soheduleG-by-the-iloord after the effeotiV€-tlate-ef-tAis 
decision... 

-OUfin§-suspsnsien, respondent shall not enter any pf:larma~' area or any portion of the 
UGel'lsed-premises-ef-a-whelesaler, veterinary food animaklrug retailer or any other distFitJutor 
okirugs.-wRioh-is-Usel'lS8d-by the Board, or any manufacturer, or • ...¢Iere dangerous drugs and 
devises-oF-GOffiroUed-substaI'lGes-are maintainech---Respondent shall not do any-aet-ilwolvirl€; 
wllolesaUng,-QH9paGka§ing or manufacturiRl};-flGr-sllail-fespgRderlt-manage, administeF;-Gl'-lle 
~ltant-to any licensee of tile board, or Rave access to OF control tRe ordering, 
FRafHHaeluring-oHlispansiflg-Gf dangerous-drugs-al'ld-devices or eontrolled substance&.­
Respgndent-sllall-lwt direct or control any aspect of tile practice of pharmacy. 

';u9ject to tRe above restrictions, respoAdent may continue ta own or Ilold an interest iA 
any-pharmacy-Gr-'NlOlesa~elds-an-interest-at-tlle-time-tllis-decision 

beoomes-effective unless otherwise speeified in this order. 

2-o_1._0bey All Laws 

Respondent shall obey all state and federal laws and regulations substantially related 10 or 
governing-ths-j3f-aGtiGe-Gf-pllarmacy . 

Respondent shall report any of the following occurrences to the board, in writing. within 
seventy-two (72) hours of such occurrence: 

an arrest or issuance of a criminal complaint for violation of any provision of the 
Pharmacy Law. state and federal food and drug laws. or state and federal controlled 
substances laws 
an arrest or issuance of a criminal complaint for violation of any state or federal law 
a plea of guilty or nolo contendre in any state or federal criminal proceeding to any 
criminal complaint. information or indictment 
a conviction of any crime 
discipline, citation. or other administrative action filed by any state or federal agency 
which involves respondent's license or which is related to the practice of 
pharmacy or the manufacturing. obtaining. handling or distribution or billing or charging 
for of any drug. device or controlled substance. 

Failure to timely report any such occurrence shall be considered a violation of probation. 

3.~Reportmg to the Board 

Respondent shall report to the board quarterly, on a schedule as directed by the board or its 
designee. The report shall be made either in person or in writing, as directed. Among other 
requirements, Rrespondent shall state in each report under penalty of perjury whether there has 
been compliance WITh all the terms and conditions of probation. Failure to submit timely reports 
in a form as directed shall be considered a violation of probation. Any period(s) of delinquency 
in submission of reports as directed may be added to the total period of probation. Moreover, lif 
the final probation report is not made as directed, probation shall be automatically extended 
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aYtematiGally-until such time as the final report is made and accepted by the board. 

4-.~lnterview with the Board 

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with 
the board or its designee. upon request at vaRoossuch intervals at-aand location!! te-eeas are 
determined by the board or its designee. Failure to appear for a!l'i scheduled interview without 
prior notification to board staff, or failure to appear for two (2) or more scheduled interviews with 
the board or its designee during the period of probation, shall be conSidered a violation of 
probation. 

5.4....!.-Cooperationg with Board Staff 

Respondent shall cooperate with the board's inspectional program and iR-with the board's 
monitoriflg and investigation of respondent's compliance with the terms and conditions of his or 
her probation. Failure to OOFIlI*Y-cooperate shall be considered a violation of probation. 
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6.L-Notice to Employers 

During the period of probation, Rrespondent shall notify all present and prospective employers 
of the decision in case number and the terms, conditions and restrictions imposed on 
respondent by the decision. as follows:7 

Within :!bi!:!'L(301 days of the effective date of this decision, and within fifteen (151 days of 
respondent undertaking .9IlY...new employment, respondent shall cause his or her direct 
supervisor, deSignated representative-in-charge (including each new deSignated representative­
in-charge employed during respondent's tenure of employment) and owner ~to report 
to the board in writing acknowledging that the listed individual(s) has/have employer has read 
the decision in case number and terms and conditions imposed thereby. It shall 
be respondent's responsibility to ensure that his or her employer(s) and/or supervisor(s) submit 
timely acknowledgement(s) to the board. 

If respondent works for or is employed by or through a pharmacy employment service, 
respondent must notify tha-pharfRacist-iR-Gilarge-his or her direct supervisor, designated 
representative-in-charge andlef owner at every ptlarmaGY each entity licensed by the board of 
the terms and conditions of the decision in case number ___ in advance of the respondent 
commencing work at each ptlarmacy licensed entity. A record of this notification must be 
provided to the board upon request. 

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen (15) 
days of respondent undertaking any new employment by or through a pharmacy employment 
service. respondent shall cause his or her direct supervisor with the pharmacY employment 
service to report to the board in writing acknowledging that he or she has read the decision in 
case number and the terms and conditions imposed thereby. It shall be the 
respondent's responsibility to ensure that his or her employer(s) and/or supervisor(s) submit 
timely acknowledgment(s) to the board. 

Failure to timely notify present or prospective employer(s) or to cause that/those employer(s) to 
submit timely acknowledgements to the board shall be considered a violation of probation. 

"Employment" within the meaning of this provision shall include any full-time, part-time, 
temporary or relief service or pharmacy management service as a pharmaGY tSGhniGiafl 
designated representative or in any position for which a designated representative license is 
a requirement or criterion for employment, whether the respondent is considered an 
employee or independent contractor or volunteer, 

6. No Being Designated Representative-in-Charge 

Durinq the period of probation, respondent shall not be the designated representative-in-charge 
of any entity licensed by the board unless otherwise specified in this order. Assumption of any 
such unauthorized supervision responsibilities shall be considered a violation of probation. 

7.__-Reimbursement of Board Costs 

As a condition precedent to successful completion of probation, Rrespondent shall pay to the 
board its costs of investigation and prosecution in the amount of $ . Respondent 
shall make said payments as follows: . There shall be no deviation from this 
schedule absent prior written approval by the board or its designee. Failure to pay costs bv the 
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deadline(s) as directed shall be considered a violation of probation. 

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to 
reimburse the board its costs of investigation and prosecution. 

Gptlo~poRdeAUails~ak~#v-{fl(Hjif'eGlt€ld deaGliRe(sl. IR@ stay sRall 
lefmiRal&aR~e~i_e-sooll-5€1-1'e"'91Ied wiiR9<1H<lRflef RGlie_I'4l>@!1eItLW.il>tq~ 

8.__-Probation Monitoring Costs 

Respondent shall pay the-~costs associated with probation monitoring as determined by the 
board each and every year of probation. Such costs shall be payable to the board at the ena of 
eaGll-year-.of-pr-ebatiGfl on a schedule as directed by the board or its designee. Failure to pay 
such costs by the deadline(s) as directed shall be considered a violation of probation. 

9.__-Status of License 

Respondent shall, at all times while on probation, maintain an active, current GeFtfliGaEGfl 
designated representative license with the board, including any period during which suspension 
or probation is tolled. Failure to maintain an active, current license shall be considered a 
violation of probation. 

If respondent's ceFtilication designated representative license expires or is cancelled by 
operation of law or otherwise at any time during the period of probation, including any 
extensions thereof due to tolling or otherwise, upon renewal or reapplication, respondent's 
license shall be subject to all terms and conditions of this probation not previously satisfied, 

10. License Surrender While on Probation/Suspension 

Following the effective date of this deciSion, should respondent cease work due to retirement or 
health, or be otherwise unable to satisfy the terms and conditions of probation, respondent may 
tender his or her designated representative license to the board for surrender. The board or its 
designee shall have the discretion whether to grant the request for surrender or take any other 
action it deems appropriate and reasonable. Upon formal acceptance of the surrender of the 
license, respondent will no longer be subject to the terms and conditions of probation. This 
surrender constitutes a record of discipline and shall become a part of the respondent's license 
history with the board. 

Upon acceptance of the surrender, respondent shall relinguish his or her designated 
representative license to the board within ten (10) days of notification by the board that the 
surrender is accepted. Respondent may not reapply for any license, permit. or registration from 
the board for three (3) years from the effective date of the surrender. Respondent shall meet 
all requirements applicable to the license sought as of the date the application for that license is 
submitted to the board. 

4.th.1.1.:.-Notification of a Change in Name, Residence Address, Employment/Mailing 
Address or EmploymentGhange 

Respondent shall notify the board in writing within.!!mJ1 01 days of any change of employment. 
Said notification shall include the reasons for leaving andiof the address of the new employer, 
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supervisor 9f-8nd owner and work schedule, if known. Respondent shall further notify the 
board in writing within .!!mJ101 days of a change in name, residence address and mailing 
address, or phone number. 
Failure to timely notify the board of any change in employer(s) name(s), address(es) or phone 
number(s) shall be considered a violation of probation. 

-14-.1b.,Tolling of Probation 

Except during periods of suspension. respondent shall, at all times while on probation, be 
employed as a designated representative in California for a minimum of hours per 
calendar month. Any month during which this minimum is not met shall toll the period of 
probation, i.e .. the period of probation shall be extended by one month for each month during 
which this minimum is not met. During any such period of tolling of probation, respondent must 
nonetheless comply with all terms and conditions of probation. 

It is a violation ef flrobatieA for respondeAt to work less than hour-s-peF-fAO~ 
ellOmptoa-Should respondent, regardless of residency, for any reason (including vacation) 
cease practicing working as an O)(emptee deSignated representative for a minimum of 
hours in California, respondent must notify the board in writing within .!!mJ101 days of cessation 
of practice-work and must further notiN the board in writing within ten (10) days of OF-the 
resumption of-the-praGtice work. Any failure to provide such notification(s) shall be considered 
a violation of probation. Such perieds of time shall net apply to the reductien-ef-tlle-probation 
peri<*h 

It is a violation of probation for respondent's probation to remain tolled pursuant to the 
provisions of this condition for a total period, counting consecutive and non-consecutive 
months, exceeding three ceAsecuti¥e years thirtv-six (361 months. 

"Cessation of praGticework" means any perioG-of time exceedin~Q-days-calendar 
month during iH-which respondent is not engaged in the practice-of-a-phaFffi8G)i 
technician working as a designated representative for at least hours as a 
designated representative as defined iR-SeGtion of-tAe-!li...Business and 
Professions Code section 40530r as aA exemplee as defined in section of 
the-BllSiness..amj..P·rofessieAs-Gede. "Resumption of work" means any calendar month 
during which respondent is working as a designated representative for at least 
hours as a designated representative as defined by Business and Professions Code 
section 4053. 

-1-2.tl""Violation of Probation 

If a respondent has not complied with any term or condition of probation, the board shall have 
continuing jurisdiction over respondent. and probation shall automatically be extended until all 
terms and conditions have been satisfied or the board has taken other action as deemed 
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and 
to impose the penaltv that was stayed. 

=If respondent violates probation in any respect, the board, after giving respondent notice 
and an opportunity to be heard, may revoke probation and carry out the disciplinary order whicll 
that was stayed. Notice and opportunity to be heard are not required fDr those provisions 
stating that a violation thereof may lead to automatic termination of the stay and/or revocation 
of the license. If a petition to revoke probation or an accusation is filed against respondent 
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during probation. the board shall have continuing jurisdiction. and the period of probation shall 
be automatically extended. until the petition to revoke probation or accusation is heard and 
decided. 

--If.a.-r.espoodeflt-ilas-oot complied • ....itR-afly-.term or condition of probatien,tIle-lleard-sAall 
llave-GGRtiffilinll jurisdiction over respondent. and probation shall alltomatically be extended 
UAtil-all-terms-and-se!ldilieflS-l1av~ard has taken other-aG\ieA-as 
deemed-appropriate to treat the failure to comply as a violation of probation. ta terminate 
probatien,and-lo impose the penalty which was staye4 

.:t.a<!~Completion of Probation 

Upon written notice by the board indicating successful completion of probation. respondent's 
certificate designated representative license will be fully restored . 

.:t4.-IdGells.e-Suffeflder while on ProbationJSlIspension 

Feliewin@-llle-effeGtiv&<tate-of-lis-Gesisioo,sheuld-fespGndent cease practice due tfH".etir.em.ent 
er-ileallh,-Gr-be othelwise unable to satisfy the terms and conditions of probation. respenGeRt 
may-.tender-ili5-GF-ller-license to the OOar-d-feF-SlJrrender. The board shall have thEHlisGfetion 
whether to Ilrafl-l.tlle re~lJost fer surrender or take any other action it deems appropriata and 
reasenable.--tJpon fermal acceptance of...tlle-slirrender of the license. resPef\deflt-will-Ae-leAIJOf 
b8-Sllbjest-te-tlle-terms and conditions of probation. 

\JpGn-aGGeptance of the surrender. respondent shall relinqllish his or her pocket license to the 
beaFd-withifl4Q..Gays of notificatien by the board that the surrender is accepted. Respondeflt 
may-Aet-reappiy-feF-any license from the beard fer three years from the effective date of the 
sUff8nder-,--Respenoont shall meet all reqlJirements-appliGable to the license soullht as ol4lle 
date the application fer that license is sutlmitted to the board. 
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OPTIONAL CONDITIONS OF PROBATION 

MGtual-Suspenslon 
:h-­

As part of probation, responGent is suspen€le€l from the duties of a pharmacy 

teohniGiaA-fof. be@iAAin@-tfle-effeotive-da~iolh 


---Gtlfing-suspeA£ioFl;-f-espoAdeflt-shaU-not-eAtoF-aAY-I"harmaoy-ar-ea-GF-aAY-Portion-of-the 
liGeASeEi-pfemises of a wholesaler, veterinary food animal drll@ rolailer or any other distributor 
gf-{jfll@s-whietHs-liGeflseG-ily-the-boar4,-oF-any-manufaGt-llf-ef;-{:lf-Where-GaA@eroos-drugs-and 
devioes-GF-GOAIfoUed substances are maintained. Respondent shall not do any aot in'lol'lin@ 
drug-seleotioR;-SeleGtiofl-Gf-stook;-manufoGttlr-iflg,-GOml"ounding-or-{jisl"OAsiA!f,-AGf-Shali 
fOSI"GAGeAl-maf1a!le, administer, or Ile a Gonsultant te any licensee of-tfle board, or have 
access to or Gontrolthe orderin!l, manufaGturin!l or Eiisj3ensin!l of Eian!leFOUS Eirugs and devices 
of-GOntrolled-sllllstanoes. 

aubjest 10 Ihe above restricliens, respendenl may centinIJe Ie 9'....fl er held an interest in 
any entity licensed Ily the bearEi in which he er she holds an interest at the time this Eiecision 
b8GOmes-effeotive unless otherv,4se specified in this erder. 

----t;D)t,ulfiriifln~nsien, f9spendent shall not perferm any ef the dIJties of a pharmacy 
techfliGiaA-a5-flroviGed Ily aeotien 1793.2 of the Galifornia-Gode-ef..Re!ltl1aliOfl&.. 

:!-.1LNo Ownership of Licensed Premises 

Res~~ndent shall not own, have any legal or beneficial interest in, or serve as a manager, 
administrator, member, officer, director, trustee. associate, or partner of any business, firm, 
partnership, or corporation currentiy or hereinafter licensed by the board. Respondent shall sell 
or transfer any legal or beneficial interest in any entity licensed by the board within ~901 
days following the effective date of this decision and shall immediately thereafter provide written 
proof thereof to the board. Failure to timely divest any legal or beneficial interest(s) or provide 
documentation thereof shall be considered a violation of probation. 

Option: Respondent shall not acquire any new ownerShip, legal or beneficial interest nor serve 
as a manager, administrator, member, officer, director, trustee associate, or partner of any 
additional business, firm, partnership, or corporation licensed by the board. If respondent 
currently owns or has any legal or beneficial interest in, or serve as a manager, administrator, 
member, officer, director, trustee, associate, or partner of any business, firm, partnership, or 
corporation currently or hereinafter licensed by the board, respondent may continue to serve in 
such capacity or hold that interest, but only to the extent of that position or interest as of the 
effective date of this decision. Violation of this restriction shall be considered a violation of 
probation. 

3,~Attend Substance Abuse Recovery Relapse Prevention and Support Groups 
(Appropriate for those cases with chemical dependency (alcohol drugs» 

Within !hi!:!YJ301 days of the effective date of this decision, respondent shall begin regular 
attendance at a Iloard appreved recognized and established substance abuse recovery support 
group in California, (e.g., Alcoholi~ Anonymous, GGGaifle-Narcotics Anonymous, etc.,) which 
has been approved by the board or its designee. Respondent must attend at least one group 
meeting per week unless othelWise directed by the board or its designee. Respondent shall 
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continue regular attendance and submit signed and dated docurnentation confirming 
attendance with each quarterly report for the duration of probation. Failure to attend or submit 
documentation thereof shall be considered a violation of probation. 

4-.~Random Drug Screening (Appropriate for those cases with chemical dependency (alcohol, 
drugs» 

Respondent, at his or her own expense, shall partiCipate in random testing, including but not 
limited .to biological fluid testing (urine, blood), breathalyzer, hair follicle testing, or a-other drug 
screenmg program ap!lFOved as directed by the board or its designee. +he-Ien!lth of time shall 
Ge-for-tRe-Respondent may be reguired to participate in testing for the entire probation period 
and the frequency of testing will be determined by the board or its designee. At all times 
respondent shall fully cooperate with the board or its deSignee, and shall, when directed, submit 
to such tests and samples for the detection of alcohol, narcotics, hypnotics, dangerous drugs or 
oth~r contr~lIed substances as the board or its designee may direct. Failure to timely submit to 
testing as directed shall sonstiMe be considered a violation of probation. Upon reguest of the 
board or its designee, respondent shall provide documentation frorn a licensed practitioner that 
the prescription for a detected drug was legitimately issued and is a necessary part of the 
treatment of the respondent. Failure to timely provide such documentation shall be considered 
a violation of probation. Any confirmed positive drug-test for alcohol or for any drug not lawfully 
prescribed by a licensed practitioner as part of a documented medical treatment shall be 
considered a violation of probation and shall result in the immediate automatic suspension of 
pr-aGtiee-work by respondent. Respondent may not resurne the-pr-aGtioe-of-pharffiaoy,work as a 
designated representative until notified by the board in writing. 

During suspension, respondent shall not enter any pharmacY area or any portion of the licensed 
premises of a Wholesaler. veterinary food-animal drug retailer or any other distributor of drugs 
licensed by the board. or any drug rnanufacturer, or any other location where dangerous drugs 
and devices or controlled substances are maintained. Respondent shall not perform any of the 
duties of a designated representative, nor do any act involving drug selection, selection of 
stock, manufacturing. dispensing; nor shall respondent manage. administer, or be a consultant 
to any licensee of the board. or have access to or control the ordering, manufacturing or 
dispensing of dangerous drugs and devices and controlled substances. Respondent shall not 
resume work until notified by the board. 

Respondent shall not direct control or perform any aspect involving the distribution of 
dangerous drugs and devices and controlled substances. Subject to the above restrictions, 
respondent may continue to own or hold an interest in any licensed entitv in which he or she 
holds an interest at the time this decision becomes effective unless othelWise specified in this 
order. 

Failure to comply with this suspension shall be considered a violation of probation. 

5-1!!.:..-Work Site Monitor (Appropriate for those cases with chemical dependency (alcohol, drugs» 

Within !!illJ1 01 days of the effective date of this decision, respondent shall identify a work site 
monitor, for prior approval by the board, who shall be responsible for supervising respondent 
during working hours. Respondent shall be responsible for ensuring that +!he work site monitor 
shall-report-reports in writing to the board quarterly. Should the designated work site monitor 
determine at any time during the probationary period that respondent has not maintained 
sobriety, he or she shall notify the board immediately, either orally or in writing as directed. 
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Should respondent change employmen~ a new work site monitor must be designated, for prior 
approval by the board, within !!mJ10} days of commencing new employment. Failure to identify 
an acceptable initial or replacement work site monitor, or to ensure quarterly reports are 
submitted to the board, shall be considered a violation of probation. 

6.~Notification of Departure (Appropriate for those cases with chemical dependency (alcohol 
drugs» 

Jf-f-e5f3GAGeffi..jeaves-Prior to leaving the probationary geographic area designated by the board 
or its designee for a period greater than twenty-four (24l hours, respondent shall notify the 
board verbally and in writing of the dates of departure and return,pfieHG-!eaviA§. Failure to 
comply with this provision shall be considered a violation of probation. 

'h~Abstain from Drugs ald Alcohol Use (Appropriate for Ihose cases with chemical 
dependency (alcohol, drugs)) 

Respondent shall completely abstain from the possession or use of alcohol, controlled 
substances, dangerous drugs and their associated paraphernalia except when the drugs are 
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon 
request of the board or its deSignee, respondent shall provide documentation from the licensed 
practitioner that the prescription for the drug was legitimately issued and is a necessary part of 
the treatment of the respondent. Respondont shall ensllre that he OF she is not in the same 
physiGal-locatien-aeHnGAAGuaIs-whG-aFe-usiA(l-iIliGit-suDStanGes-even-if..respeRfleni-is-Aet 
pefS9Aally-iR§estiA§ the Grll(l8. AGGitienally, respoAdent shall sause the pressribing practitioner 
te-Aetify-lhe-DearG-in-wfilin§,iAGiGaliA§-lheif..awareness-of-tf1e.cl1emiGaklepeOOeAG)'7 
MGilioAaUy,respendent sl1all sause the pressribing physisian te notify the beard inwritin§, 
iAGiGaliRg-tl1eif-awar-eAess-ef-tI1e-GRemiGaklepenGeAGY7Failure to timely provide such 
documentation shall be considered a violation of probation. Respondent shall ensure that he or 
she is not in the same physical location as individuals who are using illicit substances even if 
respondent is not personally ingesting the drugs. Any possession or use of alcohol, controlled 
substances, or their associated paraphernalia not supported by the documentation timely 
provided, andlor any physical proximity to persons using illicit substances. shall be considered a 
violation of probation. 
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lh~Tolling of Suspension 

During the period of suspension, respondent shall not leave California for any period exceeding 
ten (10) days, regardless of purpose (including vacation). Any such absence in excess of ten 
(10) days during suspension shall be considered a violation of probation. Moreover, any 
absence from California during the period of suspension exceeding ten (10) days shall toll the 
suspension. i.e., the suspension shall be extended by one day for each day over ten (10) days 
respondent is absent from California. During any such period of tolling of suspension, 
respondent must nonetheless comply with all terms and conditions of probation. 

Respondent must notify the board in writing within ten (10) days of departure, and must further 
notify the board in writing within ten (10) days of return. The failure to provide such 
notification(s) shall constitute a violation of probation. Upon such departure and return, 
respondent shall not resume work until notified by the board that the period of suspension has 
been satisfactorily completed. 

If responGent leaves California te reside or practise outsiGe this-state;-tlr-for any period 
exGeedjA!}-1.lJ..Gays-fjAGiudiA§-VaGation),respeAfleAt.mUSl-Aotify-\fle-OOaHI-ifl-writing-of..tRe-Gates 
of Ge(:larture and retum. Periods of residency eF praotise outside the state or any aesenoe 
eXGeediflg-s-per~eG-of.4.Q..Gays-sha~-Aot-apply-to-lfle-r-eduGtion-of..tRe-suspensioA-pefiod7 

-----RespemleAt-shaIi-flot-act-as-a-pl1ermaGY-!eoooiGiafHIpoA-r-elumi!1g-to-lhis-state-uAtil 
notified DY tAe boare tRat the period of suspension has been completed. 

22. 	 Restitution (Appropriate in cases of drug diversion, theft. fraudulent billing. or patient harm 
resulting from negligence or incompetence.) 

Within days of the effective date of this decision, respondent shall pay restitution to 
in the amount of $ Failure to make restitution by this deadline shall be 

considered a violation of probation. 
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TERMS OF PROBATION - PREMISES 

A minimum three-year probation period has been established by the board as appropriate in 
most cases where probation is imposed. A minimum five-year probation period has been 
established by the board as appropriate where self-administration or diversion of controlled 
substances-is-inve1ved has occurred at a licensed premises. Terms and conditions are 
imposed to provide consumer protection and to allow the pFOi:Jationer to demonstrate 
feRei:Jilitatioo. A suspension period may also be required as part of the probation order. The 
board prefers that any stayed order be for revocation rather than for some period of 
suspension. 

Probation conditions are divided into two categories: (1) standard conditions that shall appear 
in all-illLprobation cases, and (2) optional conditions that depend on the nature and 
circumstances of a particular case. These conditions may vary depending on the nature of the 
offense(s). 

The board may also impose any other condition appropriate to the case where the condition is 
not contrary to public policy. 

CATEGORIES OF VIOLATIONS AND RECOMMENDED PENALTIES 

The California Pharmacy Law Sf3eGifies-theidentifies offenses for which the board may take 
disciplinary action against a license. The telle'llin!1 are Gate!1eries of 'lielaliens llsed by the 
i:Joard in determining appropriate dissiplinary penalties.l ncluded among grounds for discipline 
are violations of the Pharmacy Law itself, violations of regulations promulgated by the board, 
and violations of other state or federal statutes or regulations. 

The following are categories of possible violations used by the board to determine appropriate 
disciplinarv penalties. These categories represent the judgment of the board as to the 
perceived seriousness of particular offenses. 

Under each categorv, the board has grouped statutes and regulations where violations would 
typically merit the recommended range of minimum to maximum penalties for that categorv. 
These lists are representative, and are not intended to be comprehensive or exclusive. Where 
a violation not included in these lists is a basis for disciplinarv action, the appropriate penalty for 
that violation may be best derived by comparison to any analogous violation(s) that are 
included. Where no such analogous violation is listed, the category descriptions may be 
consulted. 

These categories assume a single violation of each listed statute or regulation. For multiple 
violations, the appropriate penalty shall increase accordingly. Moreover, if an individual has 
committed violations in more than one categorv, the minimum and maximum penalties shall be 
those recommended in the highest category. 

The board also has the authority, pursuant to Business and Professions Code section 4301 (n), 
to impose discipline based on disciplinary action taken by another jurisdiction. The discipline 
imposed by the board will depend on the discipline imposed by the other jurisdiction, the extent 
of the respondent's compliance with the terms of that discipline, the nature of the conduct for 
which the discipline was imposed, and other factors set forth in these guidelines. 
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CATEGORY I 

Minimum: 	 Revocation; Revocation stayed; one-year probation. All standard terms and 
conditions shall be included and optional terms and conditions as appropriate. 

Maximum: 	 Revocation 

Category I discipline is recommended for: 
violations which are relatively minor but are potentially harmful 
repeated violations of a relatively minor nature: 

Violations of the following codes are as-f9l1owsrepresentative of this category: 

BUSINESS AND PROFESSIONS CODE 

Article 3. Scope ofPractice and Exemptions 

4053 Exemptee Supervisienor of Manufacturers, etc.: ReguirementsWholasalers;-aRG 
Lisensed laboratorios; Veterinary Foed Animal Qrllg Retailers 

4054 Supplying-9ialysis-Grt!@SSupply by Manufacturer, etc. of Certain Dialysis Drugs and 
Devices 

4056 §(empt-MespilalsPurchase of Drugs at Wholesale - Hospital Containing 100 Beds 
or Less 

4057 	 ~-AfliGiesExceptions to Application of this Chapter 
4058 	 license to be QisplayedDisplay of Original License 
4062 Fumishing-Gfugs-tlurlRg-Emer1jensyFurnishing Dangerous Drugs During 

Emergency 
4064 Emergency Refills of Prescription Without Prescriber Authorization 
4065 Administration through Injeslion Card Systemlnjection Card System; ReqUirements 

for Administration 
4066 	 Furnishing to-Gooan-Dangerous Drugs to Master or First Officer of Vessel 

Article 4. Requiremmts for Prescription 

4070 Reduction of Oral or Electronic Prescription to Writing 
4071 Prescriber!s May Authorize Agent to Transmitting Prescriptions; Schedule II 

Excluded 
4072 oraiOrElectronic +rans.mitlif1g-, Transmission of Prescriptions--froFA-a-=: Health Care 

Facility 
4073 	 Substitution of Generic Drug PFOEillst Selestion- Requirements and Exceptions 
4074 	 Drug WarningsRisk: Informing Patient: Providing Consultation for Discharge 

Medications 
4076 	 Prescription Container - -kaBel-Requirements for Labeling 
4077 	 ~Dispensing Dangerous Drug in Incorrectly Labeled Container 

Article 5. Authorityof Inspectors 

4082 	 Information ai:Joll! PeFSonnelNames of Owners, Managers and Employees Open for 
Inspection 
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Article 6. General Requirements 

4100 Change of Name-Gf-Address or Name - Notification to Board 
4402 Sk-iR-F4lnst~re fer Patient Trainifl§ 
4103 Blood Pressure MeaSb!f8fR8flt- Taking by Pharmacist 

Article 7. Pharma::ies 

4114 I ntern Pharmacist: Activities Permitted 
4;J.;WEmergeAG;r-Kit-for-hiGeASed-FIealtH-Gare-F-aGililies 
4119.5 Transferrifl§ or RepackEilling Dangerous Drugs by Pharmacv 
4120 Nonresident Pharmacy: Registration Required 
4121 Advertisement for Prescription Prise Ad'lertisingDrug: Requirements; Restrictions 
4122 Requesls-fGf-Required Notice at Availability of Prescription Price Information. 

General Product Availability. Pharmacy Services; Providing Drug Price Information; 
Limitations on Price Information Requests 

4123 PharmaG]' GontraGls fer Compoundinij of Parenteral DruijsCompounding Drug for 
Other Pharmacy for Parenteral Therapy; Notice to Board 

4124 	 CentaGt-heAs-Dispensing Replacement Contact Lenses: ReqUirements; Patient 
Warnings: Registration with Medical Board; Application of Section to Nonresident 
Pharmacies 

Article 9. Hypodennic Needles and Syringes 

4141 Furnishing Without License ReqtlireG 
4142 Prescription Required 
4143 Exemption; Wholesale-Sales to Other Entity. Physician. etc. 
4144 Exemption: Industrial Uses Exception 
4145 e;xemptien: Murnan (Insulin; Adrenaline) or AnimaWseException: Furnishing for 

Administration of Insulin. Adrenaline. or Specified Animal Uses; Conditions 
4446 Mypodefml&Reglsler 
4148 Confiscation if Found Outside Licensed Premises 
4149 NonresidSAt-Sale by Distributor 

Article 10. Phannacy Corporations 

4151 Licensure Requirements-fGr-SAarehol€lefS.;--QiresteFS;-aAG-GfflGSfs 
4152 Corporate Name Requirements 
4153 Shareholder Income wY'!hile Disqualified 
4156 Unprofessional Conduct by Corporation 

Article 11. Wholesal8"s and Manufacturers 

4161 	 Gut of State ManufaGturer or Nonresident Wholesaler: When License Required; 
Application 

4162 Registration Aijen!lssuance or Renewal of Wholesaler License; Surety Bond 
4164 Sales to Unauthorizee Persons Reports Required 
4165 Sale or Transfer of Dangerous Drug or Device Into State: Furnishing Records to 

Authorized Officer on Demand; Citation for Non-compliance 
4166 Respensieilily-Ufltil-gelivelyShlpping of Dangerous Drugs or Devices - Wholesaler 
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or Distributor 
4167 Wholesaler: Bar on Obtaining Dangerous Drugs or Devices It More Than Cannot 

Maintain Be-Steree-on Licensed Premises 

Article 13. Non-Profit or Free Clinics 

4182License ReEluiree (~lon Profit, etG-Glin~ 
41 gaLicense Requirements 
4180 Purchase of Drugs at Wholesale Only with License: Eligible Clinics 
4181 License Requirements; Policies and Procedures; Who May Dispense 
4182 ApplicalionDuties of Professional Director; Consulting Pharmacist Required 
4183 No Medi-GalProfessional Dispensing Fee 
4184 Na-SGhe<lule-ll-Dispensing Schedule II Substance Prohibited 
4186 Professional DireGiorAutomated Drug Deliverv Systems 

Article 14. Surgical Clinics 

4190 Purchase of Drugs at Wholesale: Permitted Uses of Drugs; Required Records and 
Policies; License Required {SufijiGaf.GIiniG) 

4191 hioonse-Compliance with Department of Health Services Requirements; Who May 
Dispense Drugs 

4192 	 Duties of ProfeSSional Director; Providing Information to Board 
4193 ~lo Medi GalClinic Not Eligible for Professional Dispensing Fee; Ban on Offering 

Drugs for Sale 
4194 No Schedule II Dispensing of Schedule II Substance by Clinic Prohibited; Physician 

May Dispense; Administration Authorized in Clinic 

Article 15. Veerinary Food-Animal Drug RetailelS 

4196 	 License Requiredi~ Temporary License on Transfer of Ownership: Persons 
Authorized in Storage Area~ 

4197 	 Minimum Standards;~ Security; Sanitation; Board Regulations; Waiver§. 
4198 	 Written Policies and Procedures Required;~ Contents; Training of Personnel; 

Quality Assurance;~ Consulting Pharmacist 

Article 17. Continuing Educaion 

~ewal-Rettuirements 
4234Gourse Gonlent 
4231 Requirements for Renewal of Pharmacist License: Clock Hours; Exemption for New 

Licensee 
4232 COilteirtof Courses 

Article 18. Poisons 

4240 	 Application of Act 
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Article 20. Prolibitions and Offenses 

4341 Advertisiflg-in-Goolpliance with SeGliGfI~Advertisement of Prescription Drugs 
or Devices 

4343 Yse-ef-Sign-with "Pharmacy" or Similar-+ermsBuildings: Prohibition Against Use of 
Certain Signs Unless Licensed Pharmacy Within 

CALIFORNIA CODE OF REGULATIONS, TITLE 16 

1704 Change of a8ddres5-repGrtifl@-a-chaA§e-Gf-adGress 
1705 Notification of Bankruptcy, Receivership or Liquidation reparting the sale, 

inventery-aFlQ..lecatiaR-GHeooros-Gf..dangeroos-arugs-by-a-phafl'ROGYr-Whalesater-Gr 
marulfaGturer in bankruplGy 

1708.2 Discontinuance of b.!:!.usiness-FlatifiGatiofl...te..b0aff..a..disrontiFluanc9-Gt'-btlSiness 
aRd submissian af appropriate forms 

1708.4 	 Pharmacist htlandling rRadioactive dQrug~ainiFlg-of..a..Flucieaf..f'harmacist 
1708.5 	 Pharmacy Furnishing Radioactive Drugs nuclear pharmacy reGuirements 
1709 	 Names of Owners and p.Eharmacist-Jn-_cQharge re!;Juired informatian on a 

pharmacy permit, reparting PIC ana awners on initial ana renewal applications, and 
repGrtin@ of earporate ameer changes 

1714 	 Building-Operational Standards and Security 
1715.6 	 Reporting aQrug 110ss reporting loss of cenlrelied slibstances Ie the Board within 

thi~ 
1716 	 Variation from p.Erescriptions prescriptian erraFE, aeviation frem prescriptiGA 

witfiGlll-censent of prescriber 
1717 	 J2harmaG8lJtical-Pharmaceutical p.Eractice--dispensing in new containers, 

pharmacist maintain on prescription recara: date-and initial sf pharmaaist, brand 
Raffle of drug or deviae and indication if generic and manufaGt!lrer name, refill 
iRfGrmallGfl;-{}f8l1y-tr-ansmitted presGFiptien-reE;uirernents, depot of a prescriptiaR-GF 
a-medicatian, prescription transfers, identifioatian of pharmacist responsibie-for 
@ing-a-pressriptien 

1717.1 Common Electronic Files establishinEi a common eleGtranie lile to maintain 
reGuireli dispensing infermation 

1717.4 Electronic Transmission of Prescriptions transmitting prescriptions by electrania 
meaFls..frern.prescfiber-te-the-pharmacy 

1718.1 Manufacturer's Expiration Date-haFldlin@ af prescription drugs not bearing a 
maFlllfoGtUreFs-ex-pir-atien-date-pursuant-te-feaeral-law 

1726 P-receptcrSupervision of Intern Pharmacists 
~-72+-----JntGrf\-Pflarmacist 
1728 	 lfltern E)(perience Requirements for h«;ensureExamination 
1732.1 Requirements for ReG9Qflized-Accredited Providers-feGblirement8-te-pravide 

centinuing edllcation aourses as a recognized provider fer California pharrnacista 
1732.3 C<ilur.seWGF*"Appr<ilvaI-foF-f2roviGer-sReguirements for Continuing Education Courses 
1732.4 Provider Audit Requirements 
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1732.5 Renewal Requirements for Pharmacist 
1744 Drug wllYarnings-GFa1 or '...,ritten '....arnings .....hen a aru~~akefI.wi#l 

aIooOOJ..9f.When..a..pefSn-shallkHlet-Grive 
47M-te 
~ 

17(01.11 to 
4-1Y,7(o~1h.+.12&--GC<ilofl'mlBpG<0IJflGing Area for P-are~lItions parenteral Iherapy-FeGlIir.emenls-fGr 

pharmacists and PRarmaGles 
1751 Sterile Injectable Compounding Area 
1751.01 Facilitv and Eguipment Standards for Sterile Injectable Compounding from Non-

Sterile Ingredients 
1751.02 	 Policies and Procedures 
1751.11 	 Furnishing to Home Health Agencies and Licensed Hospices 
1751.12 	 Obligations of a PharmacY Furnishing Portable Containers 
1771 Posting of nNotice of s2uspension-8llSpGflaeQ..phamnaoY-fflll·sl-past-a-netiG9-Gf 

s!lspensiGn 
1772 Disciplinary cQ,onditions of s2uspension--st,tSpenlied-pharmaoisl-shall-AOf.eFlter-a 

pharmacy prescription area or perform pharmaoy related dUties 
1780 	 Minimum sStandards for wWholesalers 
1780.1 	 Minimum Standards for Veterinary Food-Animal Drug Retailers 
1781 	 Exemption cQertificate--exemplee-must-ge-present-ifl.a-mBnufaGtllrGr!s-or 

wAGlesaler's licensed premises 
1786 	 Exemptions-retUffI-Gj'..exernption~cale-!o-board-upon-termination-Gf 

empIeyment 
1787 Authorization to Distribute Hemodialysis Drugs and Devices 
1790 Assembling and Packaging 
1791 Labeling 
1792 Receipt at'-for Shipment 

HEALTH AND SAFETY CODE,..+!+kE--22 

11100 	 Report of Certain Chemical: Chemicals Included; Exclusions; Penaltiescontrolled 
sllbstanae traAsaGtiGn--feportiFl@--B8les of restricteG-chemicals-le-Gepartment.Gf 
Justice 

11100.1 	 Report of Chemicals rontrelleG-substanGOS-fReceived from oOutside sState~ 
Penaltie~erting Purchases af restriated cAemicals fram autside Californta 

11124 	 I nventory of Cantrelled-Suestances 
11151 	 Limitation on Filling Prescriptions From Medical Students-l1lsueG-By-lJnliaensed 

Person lawfull~e 
11158 	 Prescription rRequired for Schedule l,-II, III. Of.IV, or V cQontrolied s§.ubstances­

prescriptiens-feF-GentreiJed.£ubstanGes mllsl-rompiy-witA-reGlliremen!s-pfiOf.tc 
dispensing: Exception for Limited Dispensing, Administration 

11159 Chart Order Exemption for p.Eatient in cQounty or 11icensed htlospital; Maintaining 
Record for Seven Years controlled substance oroers-in-hGSpitais 

11159.1 Chart Order Exemption for Clinic RerorGsPatient; Maintaining Record for Seven 
Years 

11159.2 	 Exception to Triplicate Prescription Requirement+.erminally-HI-E-xwption 
11167 	 Emergency dQispensing of Schedule II s2ubstance: Circumstances and 

Reg uirements-emer.geAcy-Gral-Saheaule-ll-prescriptions;-mtlst-receive-a-tripUcate 
'....ithin sevenI)' tYie (72) heurs 
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11167.5 	 €meFgeflG)4lQral or Electronic IlErescriptions for Schedule II Controlled Substance 
for Specified i!n-patients. Residents. and Home Hospice Patients: Requirements 
eFaklrdeFS-fGF-SGRedule-J.l-Gru@s.ffi-a-skiUeG-ffilFSiA§-faGility,iRleFme€liate-Gar.e 
faGility,t>r a Rame RealiR care agenoy providing Respioe oare; IlRa~ 
speGial-tfipliGates from Dept. of Justioe; faoility must-fGlwarG all signed orGeHo-tRe 
pRafmaGy 

11171 Prescribing. etc. Controlled Substance Only as AuthorizedaGministering. er 
furnisHing controlled substanoe furnisHing controlled substances must be 
oonsistent with law 

11172 Antedating or pEostdating pErescription Prohibited 
11175 Prohibition on Obtaining 8fI€I..or IlEossessienng flHonconforming pErescription; 

Prohibition on eQbtaining cQontrolied s§.ubstance by flHonconforming f:lErescription 
11180 	 Prohibition on Controlled sSubstance eObtained or pPossessed by flNonconforming 

pPrescription pessessien ef a controlled substanoe ebtained from nonoeffilllYiRlf 
prescriptieRs 

11200 Restrictions on dQispensing or rRefiliing; Refill of Schedule II Prescription Barred 
r.elill-r.estfiGliefls..ef.oontrelled-SllbstaflGes 

11201 Emergency Refill by PRarmaoistof Schedule III, IV. or V Prescription: 
Circumstances: Requirements 

11205 Maintenance and fRetention of Records in Separate ffile separate presoription file 
fer-SGlledule-ll-j:lr.escriptiens 

11206 Required i!nformation on Prescription infermation required on a prescription fer 
centrolied-substanGes 

11209 Delivery ef Controlledand Receiving Requirements for Schedule II, III, and IV 
Substances: Violation 

11210 	 ~Prescription: By Whom; For What Purpose; Quantity to Be Prescribed 
unaer al/tRorizea projeot a presoriber may net prescribe eentrollea sl/bstanees te 
{[.eat aaaiotion 

11250 	 Authorized Retail Sale by Pharmacists to Physicians. etc.· Required Order Form 
11251 	 Authorized Wholesale Sale by Pharmacists 
11252 	 Preservation of ffederally fRequired fforms a • ....helesaler or manufaeturer.fAust 

rnaintaifl-fecorGs ef sales 
11253 	 Duration of fRetention 
11255 Actions eQonstituting s§.ale eraers for future aeli'lery eonstitutes a sale of a 

centrellea substanee 
11256 Required Report of Order l3§y or Sale to Out-of-State Wholesaler or Manufacturer 
111225 to 
111655 Adulterated or Misbranded Drugs or Devices 

CODE OF FEDERAL REGULATIONS, TITLE 21 

1301.13 	 P-ersons-Reqyired-to-Re€lislefApplication for registration: time for application; 
expiration date; registration for independent activities; application forms. fees. 
contents and signature: coincident activities. 

1301.14 	 Separate RegistratieA fer Separate LecatieAsFiling of application; acceptance for 
filing; defective applications. 

1301.71 	 Security reqUirements, generally~ 
1301.72 	 Physical security controls for non-practitioners; narcotic treatment programs and 

compounders for narcotic treatment programs; storage areas~ 
1301.73 	 Physical security controls for non-practitioners; compounders for narcotic treatment 
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programs; manufacturing and compounding areas~ 
1301.74 Other security controls for non-practitioners; narcotic treatment programs and 

compounders for narcotic treatment programs~ 
3.1301.77 PIlysiGaI-s§.ecurity controls for practitionersfreight forwarding facilities. 
2-.Gthef..Securi\y-GGfltroIs-fcF-l2faelitioners 
1301.90 Employee screening procedures~ 
1301.91 Employee responsibility to report drug diversion~ 
1301.92 Illicit activities by employees~ 
1302.03 Symbol required; exceptions~ 
1302.04 Location and size of symbol on label and labeling. 
1302.05 Effective DQates of hjabeling Rrequirements~ 
1302.06 Sealing of controlled substances~ 
1302.07 Labeling and packaging requirements for imported and exported substances~ 
~O4.1 g In'lentmies-ef.imfl9F\efs-afld-el<.pOfters 
1304.11 Inventory requirements. 
1304.31 Reports from manufacturers importing opilmlnarcotic raw material. 
1304.32 Reports of manufacturers importing meaieiAal coca leaves~ 
1304.33 Reports to ARCOS~ 
1:309.0:3 te 
1:305.08 anEl 
1205.08 te 
~O~ 
1305.14 to 
1205.18 	 Distributiens requiring erder ferms; persens entitlea te obtain ana exsGyte eraer 

ferms; preceal/re fer ebtaining eraer ferms; JlreceEllJre fer Cl(9cuting erasr ferms; 
p8rsons-enlitleEl-ID-IUklrdeHor-ms;-pr.aceGur.e-fcHilliFl@-GrGeHormS i-preceGur.e-fef 
enaersin@ eraer forms; ynacceptea ana aefeoti'le erGer ferms; Iest-anG-stol8f\-OrGCf 
ferrns;-reluffiof·-t,lAused-ertier-ferms 

1305.03 	 Distributions requiring a Form 222 or a digitally signed electronic order. 
1305.04 	 Persons entitled to order Schedule I and II controlled substances. 
1305.05 	 Power of attorney. 
1305.06 	 Persons entitled to fill orders for Schedule I and II controlled substances. 
1305.11 	 Procedure for obtaining DEA Forms 222. 
1305.12 	 Procedure for executing DEA Forms 222. 
1305.14 	 Procedure for endorsing DEA Forms 222. 
1305.15 	 Unaccepted and defective DEA Forms 222. 
1305.16 	 Lost and stolen DEA Forms 222. 
1306.03 	 Persons entitled to issue prescriptions~ 
1306.05 	 Manner of issuance of prescriptions~ 
1306.14 	 Labeling of substances and filling of prescriptions. Soheaule II. 
1306.24 	 Labeling of substances and filing of prescriptions.-SGR.eGule-J.l.l..aAd-lV 
4.Transfer ef Seheaule III. IV. anEl V PrescriptieAS 
1306.25 Transfer between pharmacies of prescription information for Schedules III. IV. and 

V controlled substances for refill purposes. 
1306.26 Dispensing WY!o'ithout a PQrescription~ 
1307.11 Distribution by dispenser to another practitioner or reverse distributor.­
1307.12 ManufaGtYre ana aDistribution of narcotic soilltions ana Gompeunds by a 

j:lRafmaGistto supplier or manufacturer. 
1307.13 	 Distributien te sYpplierlncidental manufacture of controlled substances. 
1307.21 	 Procedure for disposaljng of controlled substances~ 
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1707.15 	 Child-resistant containers. 

MISCELLANEOUS HEALTH AND SAFETY CODE,TITbE 22 

~ 

'i44llaa 	 Adulterated or misbrandod drugs or devioes 

ill CPR 1700.110 

1-707,..1-5 Gf1iki-fesistank>GFltaiFlers 


CATEGORY II 

Minimum: 	 Revocation; Revocation stayed, three years probation (five years probation 
where self-administration or diversion of controlled substances-ts-iAvGlved 
occurred at the licensed premises). All standard terms and conditions shall be 
included and optional terms and conditions as appropriate. 

Maximum: 	 Revocation 

Category II discipline is recommended for: 
f,W'.".tclls- violations with a serious potential for harm 
EI~- violations which involve greater disregard for pharmacy law and public 

safety 
~- violations which reflect on ethics, care exercised or competence or a 

criminal conviction not involving dangerous drugs or controlled substances or 
involving possession or use of dangerous drugs or controlled substances. 
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Violations of the following codes are as-fGilewsrepresentative of this category: 

BUSINESS AND PROFESSIONS CODE 

650 	 Rebates or Discounts for Referral Prohibited 
650.1 Lease Prohibition Hospitals or Prescribers 

651 Professional Advertising Requirements 


Article 3. 	Scope of Pectice and Exemptions 

4051(b) Conduct Authorized by Pharmacist from Outside Pharmacy 
4052 conduot Authorized by PharmacistFurnishing to Prescriber: Permissible Procedures 

by Pharmacist in Health Care Facilitv or Clinic or for Other Health Care Provider 
4060 Possession of Controlled Substance Prescription Required; Exceptions 
4061 Distribution of Sample-Drugs as Sample; Written Request Required 
4064 Emergency Refills of Prescription Without Prescriber Authorization 
4067 Internet; P-resGf-iptioFl-Dispensing over-lhe-lnter+lOmangerous Drugs or Devices 

without Prescription 
4-794Pfoef.of-lGentily-of-ReGipient-for-GoFltrolled-SubstanGe-P-resGfip\ioAS 
1:OOeFalse or MisleadiA§ babelin§ 
4075 Proof of Identity Required Oral or Electronic Prescription 
4078 False or Misleading Label on Prescription 

Article 6. 	 Gener~ Requirements 

4101 	 Termination as Pharmacist in Charge, Exemptee: Termination of Employment; + 
NetiGe-Notification to Board 

441leUceAses IOmployee:Theft or Impairment 
4107Retaining Recorc:ls OFl Premises 
4104 Licensed Employee, Theft or Impairment: Pharmacy Procedures 
4105 Retaining Records of Dangerous Drugs and Devices on Licensed Premises; 

Temporary Removal; Waivers; Access to Electronically Maintained Records 

Article 7. Pharmccies 

4121 Non Resisent Pharmacy Re§istralion 
4112 Nonresident Pharmacy: Registration: Provision of Information to Board: Maintaining 

Records: Patient Consultation 
4113 Pharmacist in Charge: Notification to Board; Responsibilities 
4115 Pharmacy Technician: Activities Permitted; Required Supervision: Activities Limited 

to Pharmacist: Registration; Requirements for Registration: Ratios 
4-1-1-7PharmaG)l-TeclmiGian-AGtivities 
4115.5 Pharmacy Technician Trainee: Placement: Supervision; Requirements 
4116 Security of Dangerous Drugs and Devices in Pharmacy: Pharmacist 

Responsibilitv for Individuals on Premises' Regulations 
4117 Secufity--Hespital-J2.har-masyAdmission to Area Where Narcotics are Stored, etc. ­

Who May Enter 
4120 Non-Rresident Pharmacy~ Registration Required 
4125 Pharmacy Quality Assurance Program Required; Records Considered Peer Review 

Documents 
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Article 9. Hypodennic Needle and Syringes 

4140 	 Unlawful Possession 
4147 	 Disposal of Needle or Syringe 

Article 11. WlOlesalers and Manufacturers 

4161 Nonresident Wholesaler: When License Required; Application 
4163 SaJes...ID-Unauthorized J2eFsGRsFurnishing by Manufacturer or Wholesale 
4164 Reportin!}-By..MaffilfaGlureF-afld..Wholesaler-sReports Required 
4169(a)(1) Prohibited Acts 

Article 13. Non-Profit of Free Clinics 

4185 	 Inspections Permitted 

Article 14. Surgica Clinics 

4195 	 Inspections Permitted 

Article 19. Disciplinary Proceedings 

4301 	 GeneFal-ujJnprofessional G~onduct anG--_subsections (a)-(h),Jil, and (I) tRreugh­
~ ­

4302 	 P-Raf-masy Corj3aratianDiscipline of Corporate Licensee for Conduct of Officer, 
Director, Shareholder 

4303 	 Nonresident Pharmacy: Grounds for Discipline 
4304 	 Out-of-S~tate Distributor~s Authority to Discipline 
~I\lfe-te-Netify-Beafd-ffi..+efminatian of Pharmaoist in Charge; Oj3eratian af PhaFmaGY 
without a Pharmacist 
4305 	 Disciplinary Grounds: Failure of Pharmacy, Pharmacist to Notify Board of 

Termination of Pharmacist in Charge; Continuing to Operate Without Pharmacist 
4305,5 	 Disciplinary Grounds: Failure of Other Entity Licensed by Board, ofto-Keep 

Pharmacist in Charge or Exemptee in Cnar"e; Failure to Notify Board of 
Termination of SamePharmacist in Charge or Exemptee; Continuing to Operate 
Without Pharmacist or Exemptee 

4308ViolatiofK)f-Mesoone-Knex--Professienal-CoFj39fffiien-AG 
4306 	 Violation of Professional Corporation Act as Unprofessional Conduct 
4306,5 	 P-Ilarmacist-Misuse of Education, etc, by Pharmacist Outside Course of Practice of 

Pharmacy as Unprofessional Conduct 

Article 20. Prolibitions and Offenses 

4326 t4yfJeGer-miss;..GbtaiAffi~seIy;-MisuseMisdemeanor: Obtaining Needle or Syringe 
by Fraud, etc,; Unlawful Use of Needle or Syringe Obtained from Another 

4328 A"ewin@-Comj39urul~OA-j3RafmacistMisdemeanor: Permitting Compounding, 
Dispensing, or Fumishing by Non-pharmacist 

4330 P-ha~ilure Ie Place Pharmacisl-ifl-Charge , Subverting ComplianGe-witR 
ba>t.' BY Pharmaoist in ChargeMisdemeanor: Non-pharmacist Owner Failing to 
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Place Pharmacist in Charge, Dispensing or Compounding Except by Pharmacist, 
Interfering with Pharmacist in Charge 

4331 	 V-etefiRary.-FeoG-Aflimal-flr*lg-Retailer; Disj3ensing-by-Gtl'l6f-tRan.-Pl'IaffRacist-Gf 
Exemptee; Failure 10 Pla~rmaoisl or Exemptee in ChargeMisdemeanor: 
Medical Device Retailer, Wholesaler, Veterinary Food-Animal Drug Retailer Failing 
to Place Pharmacist or Exemptee in Charge, Permitting Dispensing or 
Compounding Except by Pharmacist or Exemptee 

4333 	 Failure Ie Maintai~Maintaining Prescriptions, Other Drug Records 
on Premises, Open to Inspection; Waiver; Willful Failure to Keep or Permit 
Inspection of Records of Prescriptions, Other Records as Misdemeanor 

4340 	 Mvertisement-eHlflarmaGy ServiGes by Unregistered NGA-Resident 
PharmasyUnlawful Advertising by Nonresident Pharmacy Not Registered with 
Board 

Article 22. Unfair Trme Practices 

4380 Resal~ of Preferentially Priced Drugs~;-EmergeAGy Prohibition: Exception~ 
4<lB1 Violation of Seotion 4<lB9 as Unfair Competition; Right af Private Aotian-tG-€nferoe 
4382 AutRerity-Gf.-Board to-~Audit fer-GompUanseSales to Walk-in Customers 

CALIFORNIA CODE OF REGULATIONS, TITLE 16 

1707.1 Duty to mMaintain mMedication p.Erofiles (p.Eatient mMedication rRecords)..­
reqllirements-feF-maintenanoe of patient mesisation-pl'Gliles 

1707,2 Notice to G~onsumers and GQuty to G~onsult requirements of phaffR6cist-te 
oonsult; posting of notioe-tG-GensumeFS 

1707,3 Reviewing the patient profile j3rior to oensultationDuty to Review Drug Therapy and 
Patient Medication Record Prior to Deliver 

1709,1 	 Designation of p.Eharmacist in o~harge 
1714,1 	 Pharmacy Operation sDuring Temporary Absence of a Pharmacist 
1721 Self Assessment of a Pharmacy BY the Pharmaoist in Charge 
1715 	 Self-Assessment of a Pharmacy by the Pharmacist-in-Charge 
1715,5 Transmitting SGhesule II PresGription Information Ie CIJRESlmplementation of 

Electronic Monitoring of Schedule II Prescriptions 
1716,1 Compounding Unapproved GQrugs for p.Erescriber eQffice IljJse 
1716,2 Record rRequirements:-Wflen-s~ompounding for tfuture ffurnishing 
1717,2 Notice of Electronic Prescription Files 
1717,3 Preprinted. mMultiple G~heck-off p.Erescription b.§.lanks 
1723,1 Confidentiality of Examination Questions 
1745 Partial tfilling of Schedule II p.Erescriptions 
1751,10 Furnishing to pJ:arenteral pJ:atient at l'I!:!ome oarrying anG furnishin" dangerous 

lffilgs-tGfl6fenteral-patients 
1761(a) 	 Erroneous or Uncertain Prescriptions­
1764 Unauthorized GQisciosure of p.Erescriptions-r-evealing-tne.oontents-of..a 

j3rescription te unauthorized persons 
1765 Commissions, g,§,ratuities. and rRebates-oommissien,gr.atuity-oH-ebate-io-a 

health oare faoility 
1766 False or mMisleading at,dvertising 
1775.3 Compliance with Orders of Abatement 
1782 Reporting Sales of Drugs Subject to Abuse 
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1783 Manufacturer or Wholesaler Furnishing Drugs or Devices 
~ffiflliance '....ith Orders of Abatement 
~fl§-Sales-ef Drugs SutJjeGt-te--Abuse 
4+8§MaffilfaGturer or Wholesaler ~urnishing 
~ 
179a.7 Ancillary personnel pharmacy technician re"luirements and tasks 
1793.1 Duties of a Pharmacist 
1793.2 Duties of a Pharmacy Technician 
1793.3 Other Non-Licensed Pharmacy Personnel 
1793.4 Qualifications for Registration as a Pharmacy Technician 
1793.7 Reguirements for Pharmacies Employing Pharmacy Technicians 
1793.8 Technicians in Hospitals with Clinical Pharmacy Programs 
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HEALTH AND SAFETY CODE, TITLE 22 

11103 	 Report of tIheft, l],pss, or s~hipping dQiscrepancy reportin§ losses of restricted 
chemicals to Department of dustice 

1112a 	 VlJarehouseman License 
11124 	 IJVarehouse In'leffiGfy 
11125 	 VlJarehouseman Bend 
1112g 	 ~Iontransferability ef INareholise License 
11129 	 DisCipline er Denial of Warellouse License 
414141:l:lJQil---DbIlEiS;6Ciipiplinary Grounds fef-WafehGuse-l-iGense 
41'l-11:t::l~1I---fD}fiSSlC>i1ipplliflary Greunds fer INarehouse License 
11150 lssHiR§-GentfelleG-Substance-P-resGFiplienPersons Authorized to Write or Issue a 

Prescription 
11152 Nonconforming pPrescriptions Prohibited-fimn(j-a-j3resGFi-pt1oA-lhat-Gees;mt 

conferm to the requirements of the code 
11154 lssuiA{j-Prescriptions, etc. Must Be for Treatment; Knowing Soliciting QLUnlawful 

Prescription~ 
11156 	 Prescribing. etc. AdmiHisteriA§-Qr-Gfspeflsifl§-GQontrolied sl?,ubstance§. to aAddict 

Only as Authorized prohibition en administering or dispensifl§-a-GOfltrolled 
substaflGe-tG-an-addict-oF-a-habituaH!seF 

11164 	 Completion of pPrescription§. for Schedule II. III. IV and-_V cQontrolied s.§ubstance~ 
Form and Content: Record of Practitioner Dispensing Schedule II Controlled 
Substance prescription requirements fer controlled substsflGes 

11165(d) CURES Transmission 
11166 Time limit ~for Filling Schedule II Prescriptions; Knowingly Filling MUtilated, 

Forged. or Altered Prescriptions Prohibited 
11170 Prohibition on Prescribing, etc. cQontrolied s~ubstance for s§.elf use prohibitioo-GA 

prescFi9ifl§;-administoFiflg-or-furflishiA§-CGAtrelled-substoRGe-!G-Self 
11179 Retention of Controlled Substance Prescription period prescription file-te-ge 

maintaifled' fer three (al years 
11207 	 ~illin!j prescription oOnly l3y-pPharmacist or i!ntem Authorized to Fill Prescription 

pharmacist dispeflsiflg, compmmdiRg, filling by pharmacist or intem pharmacist 
GF!Iy 

11209 	 Delivery and Receiving Requirements for Schedule II, III~~ IV Substances~ 
Violation 

11350 	 Possession of s,§pecified c~ontrolled s,§ubstance iIIe!jal possess1eFl-Of..a..flaFGOtic 
11377 	 Unlawful p,Eossession of s§.pecified s,§ubstance illegal possessien-of-a-oon­

narcotic Gontrollea substaRce 

CODE OF FEDERAL REGULATIONS, TITLE 21 

1304.03 	 Persons required to keep records and file reports~ 
1304.04 	 Maintenance of records and inventories. 
1304.11 	 GooeraI-lnventorv requirements~-fer-in ...entories 
1304.21 	 General requirements for continuing records~ 
1304.22 	 Records for manufacturers, distributors, dispensers, researchers, importers and 

exporters. 
1305.07 	 Pewer of attomeySpecial procedures for filling certain orders. 
1305.13 	 PreservatioFl-Gf-order-fGf'.fRsProcedure for filling DEA Forms 222. 
1306.04 	 Purpose of issue of prescription~ 
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1306.06 Persons entitled to fill prescriptions~ 
~Oe,oSAdministering or dispensing of namotio drugs 
1306.11_-Requirement of Sohedule 11 PQrescriptions~ 
1306.12 Refilling prescriptions~ Sohedule 11 
1306.13 Partial filling of prescriptions~.......geheGuJe.-ll. 
1306.21 Requirement of prescription~---8c-heduJe..W-clAd..J.V 
1306.22 Refilling of prescriptions~---8eheduJe..!lI-aAd..J.V 
1306.23 Partial filling of prescriptions~ Sohedule 111 aAd IV 
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CATEGORY III 

Minimum: 	 Revocation; Revocation stayed, 90 days actual suspension, three to five years 
probation (five years probation where self-administration or diversion of 
controlled substances is involved occurred at the licensed premises). All 
standard terms and conditions and optional terms and conditions as appropriate. 

For a licensed premises, a minimum 14-28 days actual suspension. 

Maximum: 	 Revocation 

Category III discipline is recommended for: 
~. most criminal convictions involving dangerous drugs or controlled 

substances 
~. knowing or willfully violating laws or regulations pertaining to dispensing 

or distributing dangerous drugs or controlled substances 
~. fraudulent acts committed in connection WITh the licensee's practice 
~. drug shortages 
~. violation of a licensee's corresponding responsibility. 

Violations of the following codes are as-fellawsrepresentative of this category: 

BUSINESS AND PROFESSIONS CODE 

Article 3. 	 Scopeof Practice and Exemptions 

4051 (a) 	 Conduct Limited +!o Pharmacist 
4000Furnishing without presoriptien 
4059 	 Furnishing Dangerous Drugs or Devices Prohibited Without Prescription: 

Exceptions 
4059.5 	 GrderiA!rWho May Order Dangerous Drugs or Devices: Exceptions 

Article 5. 	 Authority of InspECtors 

4080 Stock of Dangerous Drugs and Devices Kept Open for Inspection 
4081 Records of AcquiSition and Dispensing; Dangerous Drugs and Devices Kept Open 

for Inspection: Maintenance of Records, Current Inventorv 
4085(a) Unlawful to Remove, Sell, Dispose of Embargoed Dangerous Drug or Dangerous 

Article 7. 	 Pharmades 

4110 Req.uiF9fR9At-ef-License Required; Temporary bisensesPermit Upon Transfer of 
Ownership 

4111 Restrictions on Prescriber Ownership-ey-P-resoFiIJefs..Prehibited 

Article 11. Wholesalers and Manufacturers 

4169(a)(2) to 
4169(a)(5) Prohibited Acts 
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Article 15. Veta-inary Food-Animal Retailers 

4199 	 Labeling,-RewfGkeefliR9 Reguirements: Maintaining Prescription Records 

Article 19. DisciplinaryProceedings 

4301 	 Unprofessional Conduct - S~ubsections (i) a~ (k) and (0) 
4307 	 Prohibition against-of Association with-aof Individual with Entity License by Board: 

Length of Prohibition: Individuals Covered: Imposition of Prohibition Through 
Administrative Act Proceeding 

4308 	 Natification of Licensee Person is Prohibited fFem-Association:, 
Rep!aoementNotification of Affected Licensees Known to Board 

Article 20. Prohibitions ard Offenses 

4322 Misdemeanor or Infraction: False Representation~ to QblaiflSecure License for Self 
or Others: False Representation of Licensure: Penalties 

4323 Misdemeanor: False Representation of Self as Physician. Agent of Physician. etc. 
by TelefJhone or J;;leslronic Transmission to Obtain a-Drug 

4324 Felony or Misdemeanor: Forgery of Prescription: Possession of Drugs Obtained 
Through Forged Prescriptionor Alleration 

4325 Misdemeanor: Manufacture. Possession. etc. of False Prodllcing Prescription 
Blanks-Wilhoul Authorization 

4327 Misdemeanor: Sale. Dispensing or Compounding While Under the Influence 1Jse-of 
Aloohol-GF-Drugs wh~e-GR-9utyQr Alcoholic Beverages 

4329 Misdemeanor: Non:pharmacist Tal<inll GhaFgeActing as Manager. Compounding. 
Dispensing or Furnishing Drugs 

4332 Misdemeanor: Failure or Refusal to Maintain or Produce or Pro·tide Required Drug 
or Device Records; Willful Production of False Records 

4335 Voided License: Knowing Failure to Arrange for Disposition of Stock as 
Misdemeanor 

4336 Felony: Knowing or Willful Use of Minor to Violate Specified Sections of Pharmacy 
Law: Exception for Pharmacist Furnishing Pursuant to a Prescription 

~bfFO-to l'rrange for Transfer of Stock after Glosllre 
~nor as /Igenl to Violale Pharmacy La·.... 

Article 22. Unfair Trade Practices 

4380 	 Resale of Preferentially Priced Drugs: Prohibition: Exceptions 

CALIFORNIA CODE OF REGULATIONS. TITLE 16 

1718 Current i!nventory dQefined-audi!-accollnlabilily of dangerolls dwgs 
1761 (b) Gontr-olloo-subslanoe-pr-eSGFiptiGA--f¥ofessiGnal--jlKlg-rnenIErroneous or Uncertain 

Prescriptions 
4-7-7-1-to 
1774 DiscifJlinary conditions of slJsfJonsion and fJrobaiion 
1771 Posting of Notice of Suspension 
1772 Disciplinarv Condition of Suspension 
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1773 Disciplinarv Conditions of Probation of Pharmacist 
1774 Disciplinarv Conditions of Probation of Permit 

HEALTH AND SAFETY CODE,T--I-T-k~ 

11104 	 Providing Chemical for Illicit Manufacturing: Evasion of Reporting Requirements: 
Penaltiesoontrolled slJbstances for manllfaGtuFing 

11105 	 False Statement in Report 
11122 	 Storage of Centro lied SllbstanGes 
11150 	 Persons aAuthorized to w)i',!rite or i!ssue a flErescription 
11153 	 Responsibility for Legitimacy ofoontrolloo-soostance fJPrescription: Corresponding 

Responsibilitv of Pharmacist cerresfJendinll res!"ensibility of a pharmacist 
11153.5 	 Wholesaler or Manufacturer Furnishing a-c.Q,ontrolied s§,ubstance fGf..oQther tlhan 

for a-l1..egitimate mMedical flPurpose; Knowing Violation: Factors in Assessing 
Legitimacy-GOFFOSfJonding resfJensibilily of..a..whoiesaleHlF-fAaAiJfaetuFOf 

11157 No False or ffictitious flErescriptions isslling a fals8 OF fisliliell6 prescriptien 
11162.5 Counterfeiting or pEossession of G.Q,ounterfeit Triplicate fl.E.rescription blalank~ 

Penaltv 
11167.5 Pharmacy Generated Prescription for Schedule II Controlled Substance in a Skilled 

Nursing Facilitv 
11173 Fraud, dDeceit, mMisrepresentation or fFalse sStatemenl: False Representation: 

False Label ebtaininll controlled SlJbstanGes by fralld or deceil 
11174 Prohibition on Providing False nName or aAddress in Connection with Prescription, 

etc. false name or address en fJrescriptien 
11351 Possession or !"Eurchase for s§.ale of s§.pecified o.Q,ontrolied s§.ubstance-illegal 

pessession for sale ef a narcelic 
11368 	 Forged or aAltered pErescriptions-forging..a..narGOtiG-prescfifJ1ion 
11375 	 Possession for s§.ale or s§.elling s§.pecified s§.ubstance 
11378 	 Possession for s§.ale illegal fJessessien for 6al8 ef a nonnarGotic 
11550 	 Useillil. or blaeing Y1!.nder Iho-i!nfluence of e.Q,ontrolied s§.ubstance 
111295 	 Manufacturing, Selling or Offering for Sale an Adulterated Druq or Device 
111300 	 Unlawful to Adulterate a Drug 
111305 	 Unlawful to Receive in Commerce an Adulterated Drug 
111440 	 Unlawful Manufacturer, selling a misbranded Drug 
111445 	 Unlawful for a Person to Misbrand 
111450 	 Unlawful to Receive into Commerce a Drug that is Misbranded 

CATEGORY IV 

Penalty: 	 Revocation 

Revocation is recommended for violations of the Uniform Controlled Substance Act (Heath and 
Safety Code 11000 et seq.) involving: 

(5l1O>"",€I)- possession for sale 
~- transportation 
Bli1i'aFl- importation 
~- sale 
f.C7l1O>':.7-::!- use of a minor for the unlawful sale of controlled substances 

Revocation is also recommended when: 
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m<ie'a respondent fails to file a notice of defense or to appear at a disciplinary hearing 
where the board has requested revocation in the accusation 

~-l'a respondent violates the terms and conditions of probation from a previous 
disciplinary order 

~~-:!'prior discipline has been imposed, as progressive discipline unless the 
respondent can demonstrate satisfactory evidence of rehabilitation. 

Violations of the following codes are as-fe!lewsrepresentative of this category: 

HEALTH AND SAFETY CODE, TITLE 22 

11352 Importing, s~elling, ffurnishing G~ontrolled s~ubstance illegal sale of a nareotiG 
11353 Adult iinducing mMinor to vYiolate GOntFOllaG-soostaflGes-p.Erovisions 
11379 Transporting, iImporting, s~elling G~ontrolled s~ubstances-illegal sale of a non 

f!afG9lio 
11380 	 Adult u1[sing, s~oliciting or iintimidating mMinor for vYiolation-viGlatiefl-of..flen­


nafGOtio pro'/isien5-Gf-!Ae..use-eHHr!iAGf 


105 
Deletions to the regUlatory text are indicated by double strike-through, thus: delete d 11l1l8u8811. Additions t 0 the regulatory 
text are indicated by a dOUble underli ne, thus: added I.. nguage 

MODEL DISCIPLINARY LANGUAGE - PREMISES 

The following standardized language shall be used in every decision where the order or 
condition is imposed. 

Revocation Single Cause 

License number _______, issued to respondent _______--'-',is revoked. 

I"er premises: Respondent owner shall, by the effective date of this decision, arrange for the 
destruction of, the transfer to, sale of or storage in a facility licensed by the board of all 
controlled SUbstances and dangerous drugs and devices. Respondent owner shall provide 
written proof of such disposition. submit a completed Discontinuance of Business form and 
return the wall and renewal license to the board within five days of disposition. 

Respondent owner shall also, bv the effective date of this decision, arrange for the continuation 
of care for ongoing patients of the pharmacy by, at minimum, providing a written notice to 
ongoing patients that specifies the anticipated closing date of the pharmacy and that identifies 
one or more area pharmacies capable of taking up the patients' care, and by cooperating as 
may be necessary in the transfer of records or prescriptions for ongoing patients. Within five 
days of its provision to the pharmacY's ongoing patients, Respondent owner shall provide a 
copy of the written notice to the board. For the purposes of this provision "ongoing patients" 
means those patients for whom the pharmacy has on file a preSCription with one or more refills 
outstanding, or for whom the pharmacy has filled a prescription within the preceding sixty (60) 
days. 

Re'looatioA Multiple Causes 

!:iGense number , issue to respondent is re'lek€ti 
pursuant to Determination of Issues 	 , separately and-toge#lef,. 

For premises: Respendent shall, by tne effeetive date ef tnis deeision, arrange fer tne 
destruGtien of, the transfer te, sale ef or storage in a faoility lieensea by tne boara of all 
GOntrolied substanoes aACH:!angereus-drugs ana devises. RespeAdeAt-snall-proviGe-wffiteA 
j3f90f-Gf such aispesitien to the baara ' ....ithin five aays ef aisposition. 

Suspension SiAgle Cause 

License number ___-;-_,--, issued to respondent;;-:--;---:-:-___ is suspended for 
a period of days beginning the effective of this decision. 

Respondent shall cease all pharmacy operations during the period of suspension. Failure to 
comply with this suspension shall be considered a violation of probation. 

Suspension Multiple Causes 

Responaent is suspended from operations for beginning 
the effeoti'o'e date of this aecision. 
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Standard Stay/Probation Order 

License number , issued to respondent is revoked ; however, 
the revocation is stayed and respondent is placed on probation for 
_______ years upon the following terms and conditions: 

Issuance of Probationary License (In cases where a Statement of Issues has been filed.) 

:r-he-apptiGatiGR-fGJ:..liGellSUfe-af-fespondent is her.eby.-wanted, on the following terms and 
cenditiens: 

3rThat,.fespooGaAt-fiffit-meeh3ll-statutGl')'-aM-f.eguiatGfY-f-9quir-emeRls-fGf-lhe-issuarn;e 
ef'.a-license Ie 

~hal;-fellewing-\he-satisfaGtiGn-of-#+;-fespoAdeRl'&liGef1se-be-iss~ffiffie<liatel'f 
r-eveked, the erder ef re~'ecation being stayed and respondent placed on prebation for a 
per.ioo.{)f. yeaFS-en-the-foUewing-terms-and-GenditiGR$ 

Upon satisfaction of all statutory and regulatorv requirements for issuance of a license, a 
license shall be issued to respondent and immediately revoked: the order of revocation is 
stayed and respondent is placed on probation for years upon the following terms and 
conditions: 

Surrender 

Respondent owner surrenders license number as of the effective date of this 
decision. Respondent owner shall relinquish his-er-Ilefthe premises wall license and poGket 
renewal license to the board within !§L(10} days of the effective date of this decision. 

The surrender of respondent's license and the acceptance of the surrendered license by the 
board shall constitute the imposition of discipline against respondent. This decision constitutes 
a record of discipline and shall become a part of respondent's license history with the board. 

Respondent owner shall, within ten (10) days of the effective date. arrange for the destruction 
of. the transfer to, sale of or storage in a facility licensed by the board of all controlled 
substances and dangerous drugs and devices. Respondent owner shall further provide written 
proof of such disposition and submit a completed Discontinuance of Business form according to 
board guidelines. 

Respondent owner shall also, by the effective date of this decision, arrange for the continuation 
of care for ongoing patients of the pharmacy by, at minimum. providing a written notice to 
ongoing patients that specifies the anticipated closing date of the pharmacy and that identifies 
one or more area pharmacies capable of taking up the patients' care. and by cooperating as 
may be necessary in the transfer of records or prescriptions for ongoing patients. Within five 
days of its provision to the pharmacy's ongoing patients, Respondent owner shall provide a 
copy of the written notice to the board. For the purposes of this provision, "ongoing patients" 
means those patients for whom the pharmacy has on file a prescription with one or more refills 
outstanding, or for whom the pharmacy has filled a prescription within the preceding sixty (60) 
days. 

Respondent owner understands and agrees that if he or she ever files an application for a 
licensed premises or a petition for reinstatement in the State of California, the board shall treat 
it as a new application for licensure. 
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Respondent owner may not reapply for any Iicense,pE!fffi~stFaliefl from the board for 
three ®ears from the effective date of this decision. Respondent owner stipulates that 
should he or she apply for any license from the board on or after the effective date of this 
decision, all allegations set forth in the [accusation or petition to revoke probation] shall be 
deemed to be true, correct and admitted by respondent when the board determines whether to 
grant or deny the application. Respondent shall satiSfy all requirements applicable to that 
license as of the date the application is submitted to the board,-inGluaiAg,-9ut-Ret-limited-IG 
taking and paSSin!! the California Pharmacist bicenSllre Examination prior to the iS6llance of-a 
flew-iiGef1se, Respondent is eGligated-required to report this surrender as disciplinary action, 

Respondent owner further stipulates that he or she shall reimburse the board for its costs of 
investigation and prosecution in the amount of $ within ____ days of the 
effective date of this decision. 

Option: Respondent owner stipulates that should he or she apply for any license from the 
board on or after the effective date of this decision the investigation and prosecution costs in 
the amount of $ shall be paid to the board prior to issuance of the new license. 

Public Reprimand 

It is hereby ordered that a public reprimand be issued against licensee, 

Respondent owner is required to report this reprimand as a disciplinary -a"Cct"'io'-n-.--­

Adoption of Stipulation 

It is understood by respondent owner that, in deciding whether to adopt this stipulation, the 
board may receive oral and written communication from its staff and the Attorney General's 
Office. Communications pursuant to this paragraph shall not disqualify the board or other 
persons from future partiCipation in this or any other matter affecting respondent. In the event 
this settlement is not adopted by the board, the stipulation will not become effective and may 
not be used for any purpose, except this paragraph, which shall remain in effect. 
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STANDARD CONIlTIONS - To be included in all probation decisions/orders. 

+erm-Numl3eri-fN\lmbef&.fefleot aotual term and oonditiaR-flumllefS-as-listeG-be§innifl§-Witll 
I*Igo .J 

1. Obey at,1I laws 
2. Reporting to the Board 
3. Interview with the Board 
4. Cooperati0fl~ with Board Staff 
5. Reimbursement of Board Costs 
6. Probation Monitoring Costs 
7. Status of License 
8. License Surrender Wll\1hile on Probation/Suspension 
9. Notice to Employees 
10. Owners and Officers: Knowledge of the Ihaw 
11. Posted Notice of Probation 
~-1"12. Violation of Probation 
'hb----~Completion of Probation 

OPTIONAL CONDITIONS 

Term ~Iumller: (Numllers refleat aatual term and GonE/ilion numllers as IisteE/lleginning wilh 
page .) 

'hAotual-&lspension 
:6-~Community Service~ Program 
:h15. Restitution 
416. Separate File of Records 
lh:l.L-Report of Controlled Substances 
&,-18. Surrender of DEA Permit 
7019. Posted Notice of Suspension 
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STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS 

4.~Obey All Laws 

Respondent owner shall obey all state and federal laws and regulations-sullstaAlially-felaled-IG 
or gO'lernin!)lhe praGtiGe of Ilharmaoy. 

Respondent owner shall report any of the following occurrences to the board, in writing, within 
seventy-two (721 hours of such occurrence: 

an arrest or issuance of a criminal complaint for violation of any provision of the 
Pharmacy Law, state and federal food and drug laws, or state and federal controlled 
substances laws 
a plea of guilty or nolo contendre in any state or federal criminal proceeding to any 
criminal complaint, information or indictment 
a conviction of any crime 
discipline, citation, or other administrative action filed by any state ami-or federal agency 
which involves respondent's license or which is related to the practice of 
pharmacy or the manufacturing, obtaining, handling or distributionQ....--Gf..billing, or 
charging for of-any drug, device or controlled SUbstance. 

Failure to timely report any such occurrence shall be considered a violation of probation. 

2,b..-Reporting to the Board 

Respondent owner shall report to the board quarterly, on a schedule as directed by the board or 
its designee. The report shall be made either in person or in writing, as directed. Among other 
requirements. Rrespondent owner shall state in each report under penalty of perjury whether 
there has been compliance with all the terms and conditions of probation. Failure to submit 
timely reports in a form as directed shall be considered a violation of probation. Any period(s) 
of delinquency in submission of reports as directed may be added to the total period of 
probation. Moreover, lif the final probation report is-RGt-is not made as directed, probation shall 
be automatically extended aulomatioally until such time as the final report is made and 
accepted by the board. 

3-.L-lnterview with the Board 

Upon receipt of reasonable prior notice, respondent owner shall appear in person for interviews 
with the board or its designee. upon request at variGussuch intervals at.aand location~ to-be-a....§ 
are determined by the board or its designee. Failure to appear for alli scheduled interview 
without prior notification to board staff, or failure to appear for two (2) or more scheduled 
interviews with the board or its designee during the period of probation. shall be considered a 
violation of probation. 

4.4-!--CooperatiGR~ with Board Staff 

Respondent owner shall cooperate with the board's inspectional program and ifl.-with the 
board's monitoring and investigation of respondent's compliance with the terms and conditions 
of his or her probation. Failure to oom~ooperate shall be considered a violation of 
probation. 
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----.----~----~--~~------ -~------~- --~~-------------

5.L-Reimbursement of Board Costs 

As a condition precedent to successful completion of probation. Rrespondent owner shall pay to 
the board its costs of investigation and prosecution in the amount of $ . Respondent 
owner shall make said payments as follows: . There shall be no 
deviation from this schedule absent prior written approval by the board or its deSignee. Failure 
to pay costs by the deadline(s) as directed shall be considered a violation of probation. 

The filing of bankruptcy by respondent owner shall not relieve respondent of his or her 
responsibility to reimburse the board its costs of investigation and prosecution. 

GptlOR~(lS!l@MenklwRer.{Olils"*,"make··al'Wi'Olvme~lj;J€r!lire~a€!linelsl. t~!a¥ 
~r=late aAs tAe=lieeAse sflall eo H~'ref(ea J"it~erlt vn;tl::1er Aetiee SF e@@ef't'IAit. ts ~e 
ileaflik 

6.L-Probation Monitoring Costs 

Respondent owner shall pay tRe-a..J}'Lcosts associated with probation monitoring as determined 
by the board each and every year of probation. Such costs shall be payable to the board-at-#le 
eml-Gl-eaGh-yeaHlfi*/ootiGfl on a schedule as directed by the board or its designee. _Failure to 
pay such costs by the deadline(s) as directed shall be considered a violation of probation. 

7.~Status of License 

Respondent owner shall, at all times while on probation, maintain a-current licensure with the 
board_ If respondent owner submits an application to the board, and the application is 
approved, for a change of location, change of permit or change of ownership, the board shall 
retain continuing jurisdiction over the license, and the respondent shall remain on probation as 
determined by the board. Failure to maintain current licensure shall be considered a violation of 
probation. 

If respondent license expires or is cancelled by operation of law or otherwise at any time during 
the period of probation, including any extensions thereof or otherwise, upon renewal or 
reapplication respondent's license shall be subject to all terms and conditions of this probation 
not previously satisfied_ 

8.L-License Surrenderwl1llhile on Probation/Suspension 

Following the effective date of this deciSion, should respondent GeaSe-pf8GtlGEH:!ue-t&-r-etir-emeflt 
GH1eal#!,GF-Ge-Glilefwise "Rabie 19 salisfy the terms amI G9RditiGRS sf probaliGROWner 
discontinue business, respondent owner may tender his-Gf-her-the premises license to the 
board for surrender. The board or its designee shall have the discretion whether to grant the 
request for surrender or take any other action it deems appropriate and reasonable. Upon 
formal acceptance of the surrender of the license, respondent will no longer be subject to the 
terms and conditions of probation. 

Upon acceptance of the surrender, respondent owner shall relinquish his-GHleJ:ilaGke~the 
premises wall and renewal license to the board within ~1 01 days of notification by the board 
that the surrender is accepted. Respondent owner shall further submit a completed 
Discontinuance of Business form according to board guidelines and shall notify the board of the 
records inventorY transfer­
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Respondent owner shall also, by the effective date of this decision. arrange for the continuation 
of care for ongoing patients of the pharmacy by, at minimum, providing a written notice to 
ongoing patients that specifies the anticipated closing date of the pharmacY and that identifies 
one or more area pharmacies capable of taking up the patients' care, and by cooperating as 
may be necessarY in the transfer of records or prescriptions for ongoing patients. Within five 
days of its proVision to the pharmacy's ongoing patients, Respondent owner shall provide a 
copy of the written notice to the board_ For the purposes of this provision, "ongoing patients" 
means those patients for whom the pharmacy has on file a prescription with one or more refills 
outstanding. or for whom the pharmacy has filled a prescription within the preceding sixty (60) 
days. 

Respondent owner may not reapply for any lisel\se-new licensure from the board for three ill 
years from the effective date of the surrender. Respondent owner shall meet all requirements 
applicable to the license sought as of the date the application for that license is submitted to the 
board_ 

Respondent owner further stipulates that he or she shall reimburse the board for its costs of 
investigation and prosecution prior to the acceptance of the surrender. 

S,~Notice to Employees 

Respondent owner shall, upon or before the effective date of this decision, ensure that all 
employees involved in permit operations are made aware of all the terms and conditions of 
probation, either by posting a notice of the terms and conditions, circulating such notice, or 
both. If the notice required by this provision is posted, it shall be posted in a prominent place 
and shall remain posted throughout the probation period. Respondent owner shall ensure that 
any employees hired or used after the effective date of this decision are made aware of the 
terms and conditions of probation by posting a notice, circulating a notice, or both- Additionally, 
respondent owner shall submit written notification to the board, within fifteen (15) days of the 
effective date of this decision. that this term has been satisfied_ Failure to submit such 
notification to the board shall be considered a violation of probation. 

"Employees" as used in this provision includes all full-time, part-time, volunteer. 
temporary and relief employees and independent contractors employed or hired at any 
time during probation. 
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4{h.1.Q,..Owners and Officers: Knowledge of the Law 

Respondent shall provide, within thirty (301 days after the effective date of this decision, signed 
and dated statements from its owners, including any owner or holder of ten percent (1 O%} or 
more of the interest in respondent or respondent's stock, and any officer, stating under penalty 
of perjurv that said individuals have read and are familiar with state and federal laws and 
regulations governing the practice of pharmacy. The failure to timely provide said statements 
under penalty of perjury shall be considered a violation of probation. 

11. Posted Notice of Probation 

Respondent owner shall prominently post a probation notice provided by the board in a place 
conspicuous and readable to the public. The probation notice shall remain posted during the 
entire period of probation. 

Respondent owner shall not, directly or indirectly, engage in any conduct or make any 
statement which is intended to mislead or is likely to have the effect of misleading any patient. 
customer, member of the public. or other person(s) as to the nature of and reason for the 
probation of the licensed entity. 

Failure to post such notice shall be considered a violation of probation. 

-1-1,12. Violation of Probation 

If a respondent owner has not complied with any term or condition of probation, the board shall 
have continuing jurisdiction over respondent license, and probation shall be automatically 
extended until all terms and conditions have been satisfied or the board has taken other action 
as deemed appropriate to treat the failure to comply as a violation of probation. to terminate 
probation, and to impose the penalty that was stayed. 

If respondent owner violates probation in any respect, the board, after giving respondent owner 
notice and an opportunity to be heard, may revoke probation and carry out the disciplinary order 
whiGR-that was stayed. Notice and opportunity to be heard are not required for those provisions 
stating that a violation thereof may lead to automatic termination of the stay and/or revocation 
of the license. If a petition to revoke probation or an accusation is filed against respondent 
during probation, the board shall have continuing jurisdiction and the period of probation shall 
be automatically extended, until the petition to revoke probation or accusation is heard and 
decided. 

IHi-respondenl-haB-flGt-oomplied-wilh-aHy-tefffi.GF-GGAdioofK)f..pfGl:latier+,-lf:te-OO.a-shall-have 
Gonlinuing jurisdiotion over respondent, and protJation shall automatioally be extended until all 
terms.-and-Gonditions-have-bee!l-satisfied_-lhe-boaJ:d-J:Ias-laken-ether-aotien-as-tieemed 
appropriate-to treal the failure to oomply as a violation of protJation, to terminate I3rol:Jation, and 
!o-ifnpr}se-the-penalty-whiGh-was-stayOfh. 

~-2-.-1b.Completion of Probation 

Upon written notice by the board or its designee indicating successful completion of probation, 
respondent!s license will be fully restored. 
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OPTIONAL CONDITIONS OF PROBATION 

4~AGtual-Suspension 

As part of probation, respondent pharmaGY is suspended from the oporetiOfK)f 
pharmacy for days beginning the effective date of this deGision. 

-Qoo~nsion, respondenl-pharmasy-may-nol-order,-maiAtain-er-disJ*lse-oHiAY 
dangerous drblgs and devices or GontroUed suestanGes. The pharmaGY may not make demand 
or eil! for any GrbJgs or services Gblring-the-perioG-Gfspensian-and-may-nol-pFOGOSs.-any 
Glaims-for pharmaey services during the period of suspension, eXGept as to-services rendered 
prior-to-tRe-effeGtive date of the suspension-perio4---+he-pharrnaoy-shall-not-reGeive-or-tFansmit 
any presGription, now or refill, during the period of suspension. VVhere-tlhe-pRar-rnaG)'-does-not 
fAaintain-danger00s4rugs-an9-devices or oontrolled sblbstanoes-in-an-area-whioh-<:;an-be-olesed 
off from the rest of the pharmacy and locked, the entire pharmacy must be olosed-during-the 
period of sblsponsion. 

,2.,.H.-Community Services Program 

Within ~601 days of the effective date of this decision, respondent owner shall submit to the 
board or its designee, for its-prior approval, a community service program in which respondent 
shall provide free health-care related services on-a-r-egular-basis-to a community or charitable 
facility or agency for at least ___ hours per for the first of probation. 

Within thirty (30) days of board approval thereof, respondent owner shall submit documentation 
to the board demonstrating commencement of the community service program. Respondent 
owner shall report on progress with the community service program in the quarterly reports. 

Failure to timely submit. commence. or comply with the program shall be considered a violation 
of probation. 

3.~Restitution (Appropnate in cases of drug diversion, theft, fraudulent biling, or patient hann 
resulting from negligence or incompetence.) 

------'Within ___ days of the effective date of this decision, respondent owner shall 
pay restitution to in the amount of $ Failure to make restitution by this 
deadline shall be considered a violation of probation. 

4.-~Separate File of Records 

Respondent owner shall maintain and make available for inspection a separate file of all 
records pertaining to the acquisition or disposition of all controlled substances. Failure to 
maintain such file or make it available for inspection shall be considered a violation of probation. 

~.1L.-Report of Controlled Substances 

Respondent owner shall submit quarterly reports to the board detailing the total acquisition and 
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disposition of such controlled substances as the board may direct. Respondent owner shall 
specifY the manner of disposition (e.g., by prescription, due to burglary, etc.) or acquisition 
(e.g., from a manufacturer, from another retailer, etc.) of such controlled substances. 
Respondent owner shall report on a quarterly basis or as directed by the board. The report 
shall be delivered or mailed to the board no later than !§ll101 days following the end of the 
reporting period. Failure to timely prepare or submit such reports shall be considered a 
violation of probation. 

e,~Surrender of DEA Permit 

Within thirty (30) days of the effective date of this deCision, Rrespondent pharmacy shall 
surrender its federal Drug Enforcement Administration (DEAl permit to the DEA,lQr 
canceliation-withiA-3O-<lays-ef-tRe-elfeGtive-date""f-this-desisioA. Respondent pharmacy shall 
provide documentary proof of such cancellation to the board or its designee. Thereafter. 
respondent pharmacy shall not apply/reapply for a DEA registration number without the prior 
written consent of the board or its designee. 

Option: Respondent pharmacy may obtain a DEA permit restricted to Schedule(s) ____ 
controlled substance(s). 

Option: Respondent pharmacy shall not order, receive, or retain any federal order forms, 
including 222 forms, for controlled substances . 

.;z,~Posted Notice ofSuspension 

Respondent owner shall prominently post a suspension notice provided by the board in a place 
conspicuous and readable to the public. The suspension notice shall remain posted during the 
entire period of aGltfal...suspension ordered by this decision. 

Respondent owner shall not, directly or indirectly, engage in any conduct or make any 
statement, orally, electronically or in writing, which is intended to mislead or is likely to have the 
effect of misleading any patient, customer, member of the public, or other person.{§} as to the 
nature of and reason for the closure of the licensed entity. 
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Attachment A-2 

Proposed Language 

Self-Assessment Form 


And Written Comments Submitted 


(Text follows next page.) 



Subcommittee Recommendation to Pursue 15-day Notice 

To Repeal Title 16 CCR §§ 1716.1 and 1716.2, 


Adopt Title 16 CCR §§ 1735 - 1735.8 And 

Amend Title 16 CCR §§ 1751 -1751.8 Regarding Requirements for 


Repeal Section 1716.1 of Division 17 of Title 16 of the California Code of Regulations to read as 

follows: 

§lna.t. CempeuBdiBg UBappreved Drugs fer Preseriber Offiee Use. 


l ..s used in Business and Professions Code Section 4052(a)(1), the follo',1,ring terms have the 

indicated meaning concerning the compounding of unapproved drugs for prescriber office use: 


(a) "Reasonable quantity" means that quantity of an unapproved drug which: 
(1) is sufficient for that prescriber's office use consistent with the expiration date of the 
product as set forth in section 1716.2(a)(3); and 
(2) is reasonable considering the intended use of the compounded medication and nature 
of the prescriber's practice; and 
(3) for any individual prescriber and for all prescribers taken as a whole, is an amount 
',,,,hich the pharmacy is capable of compounding in compliance ',1,'1.th pharmaceutical 
standards for identity, strength, quality and purity of the compounded medication. 

(b) "Compounded medication" means medications actually compounded by the pharmacy 
supplying them to a prescriber. 
(c) "Prescriber office use" means application or administration in the prescriber's 
office, or for distribution of not more than a 72 hour supply to the prescriber's 
patients as estimated by the prescriber. 

l ..uthority cited: Section 4005, Business and Professions Code. Reference: Sections 4027, 4033, 

4050, 4051, 4052, 4059, 4170 and 4171, Business and Professions Code. 


Repeal Section 1716.2 of Division 17 of Title 16 of the California Code of Regulations to read as 

follows: 

§lna.l. Reeerd RequiremeBts CempeuBdiBg fer Future FurBishiBg. 


(a) For the purpose of compounding in quantities larger than required for immediate dispensing 
by a prescriber or for future dispensing upon prescription, a pharmacy shall maintain records that 
include, but are not limited to: 

(1) The date of preparation. 
(2) The lot numbers. These may be the manufacturer's lot numbers or new numbers assigned 
by the pharmacy. If the lot number is assigned by the pharmacy, the pharmacy must also 
record the original manufacturer's lot numbers and expiration dates, ifknovm. If the original 
manufacturer's lot numbers and expiration dates are not knovm, the pharmacy shall record 
the source and acquisition date of the components. 
(3) The expiration date of the finished product. This date must not exceed 180 days or the 
shortest expiration date of any component in the finished product unless a longer date is 
supported by stability studies in the same type ofpackaging as furnished to the prescriber. 
Shorter dating than set forth in this subsection may be used if it is deemed appropriate in the 
professional judgment of the responsible pharmacist. 
(4) The signature or initials of the pharmacist performing the compounding. 

(5) l .. formula for the compounded product. The formula must be maintained in a readily 

retrievable form. 


(6) The name(s) of the manufacturer(s) of the ra..,,',' materials. 
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(7) The quantity in units of finished products or grams ofraw materials. 
(8) The package size and the number of units prepared. 

Authority cited: 8ection 4005, Business and Professions Code. Reference: 8ections 4005, 4051, 
4059,4081 and 4332, Business and Professions Code. 

Article 4.5 Compounding 

Add Section 1735 of Division 17 of Title 16 of the California Code ofRegulations to read as 
follows: 
§1735. Compounding in Licensed Pharmacies 

(a) "Compounding" means any of the following activities occurring in a licensed pharmacy, 
by or under the supervision of a licensed pharmacist, pursuant to a prescription: 

(1) Altering the dosage form or delivery system of a drug 
(2) Altering the strength of a drug 
(3) Combining components or active ingredients 
(4) Preparing a drug product from chemicals or bulk drug substances 

(b) "Compounding" does not include reconstitution of a drug pursuant to a manufacturer's 
direction(s) for oral, rectal topical, or injectable administration, nor does it include tablet 
splitting or the addition of flavoring agent(s) to enhance palatability. 

(c) "Compounding" does not include, except in small quantities under limited circumstances 
as justified by' a specific, documented, medical need, preparation of a compounded drug 
product that is commercially available in the marketplace or that is essentially a copy of a 
drug product that is commercially available in the marketplace. 

(d) The parameters and requirements stated by this Article 4.5 (Section 1735 et seq.) apply to 
all compounding practices. Additional parameters and requirements applicable solely to 
sterile injectable compounding are stated by Article 7 (Section 1751 et seq.). 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 

Add Section 1735.1 ofDivision 17 ofTitle 16 of the California Code of Regulations to read as 
follows: 
§1735.1. Compounding Definitions 

(a) "Integrity" means retention of potency until the expiration date noted on the label. 

(b) "Potency" means active ingredient strength within +/- 10% of the labeled amount. 

(c) "Quality" means the=absence of harmful levels of contaminants, including filth, putrid, or 
decomposed substances, and absence of active ingredients other than those noted on the 
label. 

(d) "Strength" means amount of active ingredient per unit of a compounded drug product. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 
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Add Section 1735.2 of Division 17 of Title 16 of the California Code of Regulations to read as 
follows: 
§173S.2. Compounding Limitations and Requirements 

(a) 	Except as specified inCb) and (c), no drug product shall be compounded prior to receipt 
by a pharmacy of a valid prescription for an individual patient where the prescriber has 
approved use of a compounded drug product either orally or in writing. Where approval 
is given orally, that approval shall be noted on the prescription prior to compounding. 

(b) A pharmacy may prepare and store a limited quantity of a compounded drug product in 
advance of receipt of a patient-specific prescription where and solely in such quantity as 
is necessary to ensure continuity of care for an identified population of patients of the 
pharmacy based on a documented history of prescriptions for that patient population. 

(c) Pursuant to Business and Professions Code section 4052(a)(l), a "reasonable quantity" of 
compounded drug product may be furnished to a prescriber for office use upon prescriber 
order, where "reasonable quantity" is that amount of compounded drug product that: 

(1) is sufficient for administration or application to patients in the prescriber's office, 
or for distribution of not more than a 72-hour supply to the prescriber's patients, 
as estimated by the prescriber; and 

(2) is reasonable considering the intended use of the compounded medication and the 
nature of the prescriber's practice; and 

(3) for any individual prescriber and for all prescribers taken as a whole, is an 
amount which the pharmacy is capable of compounding in compliance with 
pharmaceutical standards for integrity, potency, quality and strength of the 
compounded drug product. 

(d) A drug product shall not be compounded until the pharmacy has first prepared a written 
master formula record that includes at least the following elements: 

(1) Active ingredients to be used. 
(2) Inactive ingredients to be used. 
(3) Process and/or procedure used to prepare the drug. 
(4) Quality reviews required at each step in preparation of the drug. 
(5) Post-compounding process or procedures required, if any. 
(6) Expiration dating requirements. 

(e) Where a pharmacy does not routinely compound a particular drug product, the master 
formula record for that product may be recorded on the prescription document itself. 

(f) 	The pharmacist performing or supervising compounding is responsible for the integrity, 
potency, quality, and labeled strength of a compounded drug product until it is dispensed. 

(g) All chemicals, bulk drug substances, drug products, and other components used for drug 
compounding shall be stored and used according to compendial and other applicable 
requirements to maintain their integrity, potency, quality, and labeled strength. 

(h) Every compounded drug product shall be given an expiration date representing the date 
beyond which, in the professional judgment of the pharmacist performing or supervising 
the compounding, it should not be used. This "beyond use date" of the compounded drug 
product shall not exceed 180 days from preparation or the shortest expiration date of any 
component in the compounded drug product, unless a longer date is supported by stability 
studies of finished drugs or compounded drug products using the same components and 
packaging. Shorter dating than set forth in this subsection may be used if it is deemed 
appropriate in the professional judgment of the responsible pharmacist. 

Deletions to the regulatory text are indicated by double strike-through, thus: €lelete€lliHlgSlage. Additions to the 
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(i) 	 The pharmacist performing or supervising compounding is responsible for the proper 
preparation, labeling, storage, and delivery of the compounded drug product. 

G) 	 Prior to allowing any drug product to be compounded in a pharmacy, the pharmacist-in­
charge shall complete a self-assessment form for compounding pharmacies developed by 
the board (form 17m-39 rev. 10/07). That form contains a fist section applicable to all 
compounding, and a second section applicable to sterile injectable compounding. The 
first section must be completed by the pharmacist-in-charge before any compounding is 
performed in the pharmacy. The second section must be completed by the pharmacist-in­
charge before any sterile injectable compounding is performed in the pharmacy. The 
applicable sections of the self-assessment shall subsequently be completed before July 1 
of odd-numbered each year, within 30 days of the start of a new pharmacist-in-charge, 
and within 30 days of the issuance of a new pharmacy license. The primary purpose of 
the self-assessment is to promote compliance through self-examination and education. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 

Add Section 1735.3 ofDivision 17 of Title 16 of the California Code of Regulations to read as 
follows: 
§1735.3. Records of Compounded Drug Products 

(a) For each compounded drug product, the pharmacy records shall include~ 

(1) The master formula record. 
(2) The date the drug product was compounded. 
(3) The identity of the pharmacy personnel who compounded the drug product. 
(4) The identity of the pharmacist reviewing the final drug product. 
(5) The quantity of each component used in compounding the drug product. 
(6) The manufacturer and lot number of each component. If the manufacturer name 

is demonstrably unavailable, the name of the supplier may be substituted. 
Exempt from the requirements in this paragraph are sterile products compounded 
on a one-time basis for administration within two hours to an inpatient in a health 
care facility licensed under section 1250 of the Health and Safety Code. 

(7) The equipment used in compounding the drug product. 
(8) A pharmacy assigned reference or lot number for the compounded drug product. 
(9) The expiration date of the final compounded drug product. 

(10) The quantity or amount of drug product compounded. 

(b) Pharmacies shall maintain records of the proper acquisition, storage, and destruction of 
chemicals, bulk drug substances, drug products, and components used in compounding. 

(c) Chemicals, bulk drug substances, drug products, and components used to compound drug 
products shall be obtained from reliable suppliers. The pharmacy shall acquire and retain 
any available certificates of purity or analysis for chemicals, bulk drug substances, drug 
products, and components used in compounding. Certificates of purity or analysis are not 
required for drug products that are approved by the Food and Drug Administration. 

(d) Pharmacies shall maintain and retain all records required by this article in the pharmacy 
in a readily retrievable form for at least three years from the date the record was created. 

Authority cited: Section§ 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 4052, and 4127~ Business and Professions Code. 
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Add Section 1735.4 of Division 17 of Title 16 of the California Code of Regulations to read as 
follows: 
§1735.4. Labeling of Compounded Drug Products 

(a) In addition to the labeling information required under Business and Professions Code 
section 4076, the label of a compounded drug product shall contain the generic name(s) 
of the principal active ingredient(s). 

(b) A statement that the drug has been compounded by the pharmacy shall be included on the 
container or on the receipt provided to the patient. 

(c) Drug products compounded into unit-dose containers that are too small or otherwise 
impractical for full compliance with subdivisions (a) and (b) shall be labeled with at least 
the name(s) ofthe active ingredient(s), concentration or strength, volume or weight, 
pharmacy reference or lot number, and expiration date. . 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 4052, 4076 and 4127! Business and Professions Code. 

Add Section 1735.5 ofDivision 17 of Title 16 of the California Code of Regulations to read as 
follows: 
§1735.5. Compounding Policies and Procedures 

(a) Any pharmacy engaged in compounding shall maintain a written policy and procedure 
manual for compounding that establishes procurement procedures, methodologies for the 
formulation and compounding of drugs, facilities and equipment cleaning, maintenance, 
operation, and other standard operating procedures related to compounding. 

(b) The policy and procedure manual shall be reviewed on an annual basis by the pharmacist­
in-charge and shall be updated whenever changes in processes are implemented. 

(c) The policy and procedure manual shall include the following 

(1) Procedures for notifying staff assigned to compounding duties of any changes in 
processes or to the policy and procedure manual. 

(2) Documentation of a plan for recall of a dispensed compounded drug product where 
subsequent verification demonstrates the potential for adverse effects with continued 
use of a compounded drug product. 

(3) The procedures for maintaining, storing, calibrating, cleaning, and disinfecting 
equipment used in compounding, and for training on these procedures as part of the 
staff training and competency evaluation process. 

(4) Documentation of the methodology used to test integrity, potency, quality, and 
labeled strength of compoundeddrug products. 

(5) Documentation of the methodology used to determine appropriate expiration dates for 
compounded drug products. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 

4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 

Add Section 1735.6 of Division 17 of Title 16 of the California Code of Regulations to read as 

follows: 

§1735.6. Compounding Facilities and Equipment 
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(a) Any pharmacy engaged in compounding shall maintain written documentation regarding 
the facilities and equipment necessary for safe and accurate compounded drug products. 
Where applicable, this shall include records of certification(s) of facilities or equipment. 

(b) Any equipment used to compound drug products shall be stored, used, and maintained in 
accordance with manufacturers' specifications. 

(c) Any equipment used to compound drug products for which calibration or adjustment is 
appropriate shall be calibrated prior to use to ensure accuracy. Documentation of each 
such calibration shall be recorded in writing and these records of calibration shall be 
maintained and retained in the pharmacy. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 

Add Section 1735.7 ofDivision 17 of Title 16 ofthe California Code of Regulations to read as 
follows: 
§1735.7. Training of Compounding Staff 

(a) Any pharmacy engaged in compounding shall maintain written documentation sufficient 
to demonstrate that pharmacy personnel have the skills and training required to properly 
and accurately perform their assigned responsibilities relating to compounding. 

(b) The pharmacy shall develop and maintain an on-going competency evaluation process for 
pharmacy personnel involved in compounding, and shall maintain documentation of any 
and all training related to compounding undertaken by pharmacy personnel. 

(c) Pharmacy personnel assigned to compounding duties shall demonstrate knowledge about 
processes and procedures used in compounding prior to compounding any drug product. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 4052, and 4127." Business and Professions Code. 
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Add Section 1735.8 ofDivision 17 ofTitle 16 of the California Code ofRegulations to read as 
follows: 
§1735.8. Compounding Quality Assurance 

(a) Any pharmacy engaged in compounding shall maintain, as part of its written policies and 
procedures, a written quality assurance plan designed to monitor and ensure the integrity, 
potency, quality, and labeled strength of compounded drug products. 

(b) The quaiity assurance plan shall include written procedures for verification, monitoring, 
and review of the adequacy of the compounding processes and shall also include written 
documentation of review of those processes by qualified pharmacy personnel. 

(c) The quality assurance plan shall include written standards for qualitative and quantitative 
integrity, potency, quality, and labeled strength analysis of compounded drug products. 
All qualitative and quantitative analysis reports for compounded drug products shall be 
retained by the pharmacy and collated with the compounding record and master formula. 

(d) The quality assurance plan shall include a written procedure for scheduled action in the 
event any compounded drug product is ever discovered to be below minimum standards 
for integrity, potency, quality, or labeled strength. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 4052, and 4127, Business. and Professions Code. 
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Article 7 Sterile Injectable Compounding 

Amend Section 1751 of Division 17 of Title 16 of the California Code of Regulations to read as 
follows: 
§1751. Sterile Injectable Compounding; Compounding Area. 

@l Any pharmacy engaged in compounding sterile injectable drug products shall conform to 
the parameters and requirements stated by Article 4.5 (Section 1735 et seq.), applicable 
to all compounding, and shall also conform to the parameters and requirements stated by 
this Article 7 (Section 1751 et seq.), applicable solely to sterile injectable compounding . 

.Q:ll..=FAe Any pharmacy doing sterile injectable compounding shall have a designated area for 
the preparation of sterile injectable products which shall meet the following standards: 

(1) 	Clean Room and Work Station Requirements. shall be in accordance with Section 
490A.3.1 of Title 24. Part 2. Chapter 4A of the California Code ofRegulations. 

(2) Walls. ceilings and floors shall be constructed in accordance with Section 490A.3 
ofTitle 24. Part 2. Chapter 4A of the California Code ofRegulations. 

(3) Be ventilated in a manner in accordance with Section 505.12 of Title 24, Part 4, 
Chapter 5 of the California Code ofRegulations. 

(4) Be certified annuallv bv a qualified technician who is familiar with the methods 
and procedures for certifying laminar air flow hoods and clean room 
requirements. in accordance with standards adopted by the United States General 
Services Administration. Certification records must be retained for at least 3 
years. 

(5) The pharmacy shall be arranged in accordance with Section 490A.3 of Title 24, 
Part 2. Chapter 4A ofthe California Code of Regulations. Items related to the 
compounding of sterile injectable products within the compounding area shall be 
stored in such a way as to maintain the integrity of an aseptic environment. 

(6) A sink shall be included in accordance in with Section 490A.3.4 of Title 24, Part 
2. Chapter 4A of the California Code of Regulations. 

(7) There shall be a refrigerator and/or freezer of sufficient capacity to meet the 
storage requirements for all material requiring refrigeration. 

Uj Any pharmacy compounding a sterile injectable product from one or more non-sterile 
ingredients shall comply with Business and Professions Code section 4127.7. 

Authority cited: Section,§. 4005 and 4127, Business and Professions Code. Reference: Section~ 
4005.4036.4037.4051. 4052. 4127 and 4127.7, Business and Professions Code; and Section 
18944(a). Health and Safety Code. 
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Renumber section 1751.3 to new section 1751.1 and amend section 1751.1 of Division 17 of 
Title 16 ofthe California Code of Regulations to read as follows: 
,§1751.3. 1751.1. Sterile Injectable Recordkeeping Requirements. 

(a) Pharmacies compounding sterile injectable products for future use pursuant to section 
1716.1 1735.2 shall, in addition to those records required by section 1716.2 1735.3, have 
make and keep records indicating the name, lot number, amount, and date on which the 
products were provided to a prescriber. 

(b) In addition to the records required by section 1735.3 and subdivisions (a), for sterile 
products compounded from one or more non-sterile ingredients,,- the following records 
must be maintained for at least three years made and kept by the pharmacy: 

(1) The training and competency evaluation of employees in sterile product 
procedures. 

(2) Refrigerator and freezer temperatures. 
(3) Certification of the sterile compounding environment. 
(4) Other facility quality control logs specific to the pharmacy's policies and 

procedures (e.g., cleaning logs for facilities and equipment). 
(5) Inspection for expired or recalled pharmaceutical products or raw ingredients. 
(6) Preparation records including the master work sheet, the preparation work sheet, 

and records of end-product evaluation results. 

(c) Pharmacies shall maintain records of validation processes as required by Section 1751.7 
(b) for three years Pharmacies shall maintain and retain all records required by this article 
in the pharmacy in a readily retrievable form for at least three years from the date the 
record was created. . 

Authority cited: Section§. 4005 and 4127, Business and Professions Code. Reference: Section§. 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 

Amend Section 1751.2 ofDivision 17 of Title 16 of the California Code of Regulations to read 
as follows: 

§1751.2. Sterile Injectable Labeling Requirements. 

In addition to existing labeling requirements to the labeling information required under Business 
and Professions Code section 4076 and section 1735.4, a pharmacy which compounds sterile 
injectable products shall include the following information on the labels for those products: 

(a) 	Telephone number of the pharmacy, except for sterile injectable products dispensed for 
inpatients of a hospital pharmacy. 

(b) 	Name and concentrations of ingredients contained in the sterile injectable product. 

(c) 	Instructions for storage and handling. 

(d) All cytotOXiC agents shall bear a special label which states "Chemotherapy -Dispose of 
Properly." 

Authority cited: Section§. 4005 and 4127, Business and Professions Code. Reference: Section§. 
4005,4036,4037,4051, 4052, 4076 and 4127, Business and Professions Code. 
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Renumber section 1751.02 to new section 1751.3 and amend section 1751.3 ofDivision 17 of 
Title 16 of the California Code ofRegulations to read as follows: 

§1751.02. 1751.3. Sterile Injectable Policies and Procedures . 

.@l Written policies and procedures associated with the pharmacy's preparation and 
dispensing of sterile injectable products shall include, but not be limited to Any pharmacy 
engaged in compounding sterile injectable drug products shall maintain a written policy 
and procedure manual for compounding that includes, in addition to the elements 
required by section 1735.5, written policies and procedures regarding the following: 

(1) Compounding. filling. and labeling of sterile ini ectable compounds. 
(2) Labeling of the sterile iniectable product based on the intended route of 

administration and recommended rate of administration. 
(3) Equipment and supplies. 
(4) Training of staff in the preparation of sterile injectable products. 
(5) Procedures for handling cytotoxic agents. 
(6) Oualitv assurance program. 
(7) Record keeping requirements. 

(b) The ingredients and the compounding process for each preparation must be determined in writing before 
compounding begins and must be reviewed by a pharmacist. 

.e.g 	Pharmacies compounding sterile injectable products shall have written policies and 
procedures for the disposal of infectious materials and/or materials containing cytotoxic 
residues. The written policies and procedures shall describe the pharmacy protocols for 
cleanups and spills in conformity with local health jurisdiction standards. 

Cd) 	Pharmacies compounding sterile injectable products from one or more non-sterile 
ingredients must have written policies and procedures that comply with the following: 

(1) All written policies and procedures shall be immediately available to all 
personnel involved in these activities and board inspectors. 

(2) All personnel involved must read the policies and procedures before 
compounding sterile iniectable products. and anv additions. revisions. and 
deletions to the written policies and procedures must be communicated to all 
personnel involved in sterile compounding. 

(3) Policies and procedures must address at least the following: 
(A) 	 Competencv evaluation. 
(B) 	 Storage and handling of products and supplies. 
(C) 	 Storage and delivery of final products. 
(D) 	 Process validation. 
(E) 	 Personnel access and movement of materials into and near the controlled 

area. 
(F) 	 Use and maintenance of environmental control devices used to create the 

critical area for manipulation of sterile products (e.g .. laminar-airflow 
workstations. biological safety cabinets, class 100 cleanrooms, and barrier 
isolator workstations). 

(G) 	 Regular cleaning schedule for the controlled area and anv equipment in 
the controlled area and the alternation of disinfectants. Pharmacies subject 
to an institutional infection control policy may follow that policY as it 
relates to cleaning schedules and the alternation of disinfectants in lieu of 
complying with this subdivision. 

(H) 	 Disposal of packaging materials. used syringes. containers. and needles to 
enhance sanitation and avoid accumulation in the controlled area. 
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(I) 	 For sterile batch compounding. written policies and procedures must be 
established for the use of master formulas and work sheets and for 
appropriate documentation. 

(J) 	 Sterilization. 
(K) End-product evaluation and testing. 

Authority cited: Section§. 4005 and 4127, Business and Professions Code. Reference: Section§. 
4005.4036.4037.4051, 4052. and 4127, Business and Professions Code. 

Renumber section 1751.01 to new section 1751.4 and amend section 1751.4 of Division 17 of 
Title 16 of the California Code of Regulations to read as follows: 

§1751.01. 1751.4. Facility and Equipment Standards for Sterile Injectable Compounding 
from Nan Sterile Ingredients. 

(a) No sterile injectable product shall be prepared compounded if it is known, or reasonably 
should be known, that the compounding environment fails to meet criteria specified in 
the pharmacy's written policies and procedures for the safe compounding of sterile 
injectable drug products. 

(b) During the preparation of sterile injectable products, access to the designated area or cleanroom must be limited to 
those individuals who are properly attired. 

(c) All equipment used in the designated area or cleanroom must be made of a material that can be easily cleaned and 
disinfected. 

(d) Exterior workbench surfaces and other hard surfaces in the designated area, such as walls, floors, ceilings, shelves, 
tables, and stools, must be disinfected weekly and after any unanticipated event that could increase the risk 
of contamination. 

W 	Pharmacies preparing parenteral cytotoxic agents shall Be do so in accordance with 
Section 4-1106(b) of Title 24 of the California Administrative Code, requiring a laminar 
air flow hood. The hood must be certified annually by a qualified technician who is 
familiar with the methods and procedures for certifying laminar air flow hoods and clean 
room reqUirements, in accordance with National Sanitation Foundation Standard 49 for 
Class II (Laminar Flow) Biohazard Cabinetry, as revised May, 1983 (available from the 
National Sanitation Foundation, 3475 Plymouth Road, P.O. Box 1468, Ann Arbor, 
Michigan 48106, phone number (313) 769-8010) or manufacturer's specifications. 
Certification records must be retained for at least 3 years. 

Authority cited: Section§. 4005 and 4127, Business and Professions Code. Reference: Section§. 
4005.4036.4037.4051, 4052. and 4127, Business and Professions Code; and Section 18944(a). 
Health and Safety Code. 

Repeal Section 1751.1 of Division 17 of Title 16 of the California Code of Regulations to read 
as follows: 

§1751.1. Laminar Flaw Bialagieal Safety Cabinet. 

Pharmacies preparing parenteral cytotOXiC agents shall be in accordance with Section 4 
1106(b) of Title 2q of the California Administrative Code. The hood must be certified annually 
by a qualified technician who is familiar '.... ith the methods and procedures for certifying 
laminar air flow hoods and clean room requirements, in accordance ' ....ith National Sanitation 
Foundation Standard qg for Class II (Laminar Flow) Biohazard Cabinetry, as revised ~4ay, 
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1983 (available froFA the National Sanitation Foundation, 3475 Plymouth Road, P.O. Box 
1468, Ann Arbor, ~qichigan 48106, phone number (313) 769 8010) or FAanufacturer's 
specifications. Certification records must be retained for at least 3 years. 

l..uthority cited: Section 4005, Business and Professions Code. Reference: Section 4005, 
Business and Professions Code; and Section 18944 Ca), Health and Safety Code. 

Repeal Section 1751.3 of Division 17 of Title 16 of the California Code of Regulations to read as 
follows: 
§1751.3. Reee:rdkeepiBg Re(}1li:remeBts. 

(a) Pharmacies compounding sterile injectable products for future use pursuant to section 1716.1 
1735,2 shall, in addition to those records required by section 1716.2 1735.3, have records 
indicating the name, lot number, amount, and date on 'l,'hich the products were provided to a 
prescriber. 

(131 	In addition to the records required by subdivisions (a), for sterile products compounded from 
one or more non sterile ingrecHeRts the follo'lt'ing records must be maintained for at least 
three years: 

(1) The training and competency evaluation of employees in sterile product procedures. 
(2) Refrigerator and freezer temperatures. 
(3) Certification of the sterile compounding environment. 
(4) Other facility quality control logs specific to the pharmacy's policies and procedures 

(e.g., cleaning logs for facilities and equipment). 
(5) Inspection for expired or recalled pharmaceutical products or ra'll ingredients. 
(6) Preparation records including the master v{ork sheet, the preparation vt'ork sheet, and 

records of end product evaluation results. 

(c) Pharmacies shall maintain records ofvruidation processes as required by Section 1751.7 (b) 
for three years. 

f..uthoritv cited: Section 4005, Business and Professions Code. Reference: Section 4005, 
Business and Professions Code 

Renumber section 1751.4 to new section 1751.5 and amend section 1751.5 ofDivision 17 of 
Title 16 of the California Code ofRegulations to read as follows: 

§1751.4. 1751.5. Sterile Injectable Compounding Attire. 

(a) 	When preparing cytotoxic agents, gowns and gloves shall be worn. 

(b) When compounding sterile products from one or more non-sterile ingredients the 
following standards must be met: 

(1) Cleanroom garb consisting of a low-shedding coverall, head cover, face mask, 
and shoe covers must be worn inside the designated area at all times. . 

(2) Cleanroom garb must be donned and removed outside the designated area. 
(3) Hand, finger, and wrist iewelrY must be eliminated. Ifiewelry cannot be removed 

then it must be thoroughly cleaned and covered with a sterile glove. 
(4) Head and facial hair must be kept out of the critical area or be covered. 
(5) Gloves made of low-shedding materials are required. 
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regulatory text are indicated by a double underline, thus: added language. 




(c) The requirements of tI=Hs subdivision ill do not apply if a barrier isolator is used to 

compound sterile injectable products from one or more non-sterile ingredients. 


Authority cited: Section§. 4005 and 4127, Business and Professions Code. Reference: Section§. 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 

Renumber section 1751.5 to new section 1751.6 and amend section 1751.6 ofDivision 17 of 
Title 16 of the California Code ofRegulations to read as follows: 

§1751.5.J751.6. Training of Sterile Injectable Compounding Staff, Patient, and Caregiver:. 

(a) 	Consultation shall be available to the patient and/or primary caregiver concerning proper 
use of sterile injectable products and related supplies furnished by the pharmacy. 

(b) The pharmacist-in-charge shall be responsible to ensure all pharmacy personnel engaging 
in compounding sterile injectable drug products shall have training and demonstrated 
competence in the safe handling and compounding of sterile injectable products, 
including cytotoxic agents if the pharmacy compounds products with cytotoxic agents. 

(c) 	Records of training and demonstrated competence shall be available for each individual 
and shall be retained for three years beyond the period of employment. 

(d) The pharmacist-in-charge shall be responsible to ensure the continuing competence of 
pharmacy personnel engaged in compounding sterile injectable products. 

(e) Pharmacies that compound sterile products from one or more non-sterile ingredients 
must comply with the following training requirements: 

(1) The pharmacy must establish and follow a written program of training and 
performance evaluation designed to ensure that each person working in the 
designated area has the knowledge and skills necessary to perform their assigned 
tasks properly. This program of training and performance evaluation must address 
at least the following: 

(A) 	 Aseptic technique. 
(B) 	 Pharmaceutical calculations and terminology. 
(C) 	 Sterile product compounding documentati.on. 
(D) 	 Ouality assurance procedures. 
(E) 	 Aseptic preparation procedures. 
(F) 	 Proper gowning and gloving technique. 
(G) 	 General conduct in the controlled area. 
(H) 	 Cleaning, sanitizing, and maintaining equipment used in the controlled 

area. 
(1) 	 Sterilization techniques. 
(J) Container, equipment, and closure system selection. 

(2) Each person assigned to the controlled area must successfully complete practical 
skills training in aspetic technique and aseptic area practices. Evaluation must 
include written testing and a Written protocol of periodic routine performance 
checks involving adherence to aspetic area policies and procedures. Each person's 
proficiency and continuing training needs must be reassessed every 12 months. 
Results of these assessments must be documented and retained in the pharmacy 
for three years. 

Deletions to the regulatory text are indicated by double strike-through, thus: €I@I@t@€Ila~gtHlg@. Additions to the 
regulatory text are indicated by a double underline, thus: added language. 

http:documentati.on


Authority cited: Section~ 4005 and 4127, Business and Professions Code. Reference: Section~ 


4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 


Repeal Section 1751.6 of Division 17 of Title 16 of the California Code ofRegulations to read 

as follows: 


§1751.6. Disposal of "Taste ~':Iaterial. 


Pharmacies compounding sterile injectable products shall have written policies and 
procedures for the disposal of infectious materials and/or materials containing cytotoxic 
residues. The procedures shall include cleanup of spills and shall be in conformance ' .... ith local 
health jurisdiction. 

Authority cited: Section 4005 Business and Professions Code. Reference: Section 4005 Business 

and Professions Code. 


Amend 1751.7 ofDivision 17 ofTitle 16 of the California Code ofRegulations to read as 

follows: 


§1751.7. Sterile Injectable Compounding Quality Assurance and Process Validation. 


(a) Any pharmacy engaged in compounding sterile injectable drug products shall maintain, as 
part of its written policies and procedures, a written quality assurance plan including, in 
addition to the elements required by section 1735.8, There shall be a documented, 
ongoing quality assurance program that monitors personnel performance, equipment, 
and facilities. The end product shall be examined on a periodic sampling basis as 
determined by the pharmacist-in-charge to assure that it meets required specifications. 
The Quality Assurance Program shall include at least the following: 

(1) Cleaning and sanitization of the parenteral medication preparation area. 
(2) The storage of compounded sterile iniectable products in the pharmacy and 

periodic documentation of refrigerator temperature. 
(3) Actions to be taken in the event of a drug recall. 
(4) Written iustification of the chosen expiration dates for compounded sterile 

injectable products. 

(b) Each individual involved in the preparation of sterile injectable products must first 
successfully complete a validation process on technique before being allowed to prepare 
sterile injectable products. The validation process shall be carried out in the same manner 
as normal production, except that an appropriate microbiological growth medium is used 
in place of the actual product used during sterile preparation. The validation process shall 
be representative of all types of manipulations, products and batch sizes the individual is 
expected to prepare. The same personnel, procedures, equipment, and materials are 
must be involved. Completed medium samples must be incubated. If microbial growth is 
detected, then the sterile preparation process must be evaluated, corrective action taken, 
and the validation process repeated. Personnel competency must be revalidated at least 
every twelve months, whenever the quality assurance program yields an unacceptable 
result, when the compounding process changes, equipment used in the compounding of 
sterile injectable drug products is repaired or replaced, the facility is modified in a 
manner that affects airflow or traffic patterns, or whenever improper aseptic techniques 
are observed. Revalidation must be documented. 

Deletions to the regulatory text are indicated by double strike-through, thus: ~@I@t@~ li~gl;lig@. Additions to the 
regulatory text are indicated by a double underline, thus: added language. 



C c) Batch:.produced sterile injectable drug products compounded from one or more non­
sterile ingredients shall be subject to documented end product testing for sterility and 
pyrogens and shall be quarantined until the end product testing confirms sterility and 
acceptable levels of pyrogens. 

Cd) 	Batch-produced sterile to sterile transfers shall be subject to periodic testing through 
process validation for sterility as determined by the pharmacist-in-charge and described 
in the written poliCies and procedures. 

Authority cited: Section~ 4005 and 4127, Business and Professions Code. Reference: Section~ 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 

Renumber section 1751.9 to new section 1751.8 and amend section 1751.8 ofDivision 17 of 
Title 16 ofthe California Code ofRegulations to read as follows: 
§1751.9. 1751.8. Sterile Injectable Compounding Reference Materials. 

In any pharmacy engaged in compounding sterile injectable drug products, =Flhere shall be 
current and appropriate reference materials regarding the compounding of sterile injectable 
products located in or immediately available to the pharmacy. 

Authority cited: Section~ 4005 and 4127, Business and Professions Code. Reference: Section~. 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 

Deletions to the regulatory text are indicated by double strike-through, thus: lifillfiltfilli liHlgtHlg@. Additions to the 
regulatory text are indicated by a double underline, thus: added language. 



_______ ____ 

_______________________ 

___________ 

_____________ ________  _________ 

 ______ 

D 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219, Sacramento, CA 95834 
Phone: (916) 574-7900 Fax: (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLD SCHWARZENNEGGER, GOVERNOR 

COMMUNITY PHARMACY & HOSPITAL OUTPATIENT PHARMACY 

COMPOUNDING SELF-ASSESSMENT 


The California Code of Regulations section 1735.2 requires the pharmacist-in-charge of each pharmacy licensed 
under section 4037 or 4029 of the Business and Professions Code that compounds drug product to complete a 
self-assessment of the pharmacy's compliance with federal and state pharmacy law. The assessment shall be 
performed before July 1 of every odd-numbered year. The pharmacist-in-charge must also complete a self­
assessment within 30 days whenever; (1) a new pharmacy permit has been issued, or (2) there is a change 
in the pharmacist-in-charge. The primary purpose of the self-assessment is to promote compliance 
through self-examination and education. 

The self-assessment must be competed in entirety and may be completed online, printed and retained in the 
pharmacy. Do not copy a previous assessment. 

Note: If a hospital pharmacy dispenses prescriptions for outpatient use, a Community Pharmacy & Hospital 
Outpatient Pharmacy Compounding Self-Assessment must be completed in addition to the Hospital 
Pharmacy Self-Assessment. 

Each self-assessment must be kept on file in the pharmacy for three years after it is performed. 

Pharmacy Name: 

Phone: ____________________________Address: 

Ownership: Sole Owner D D D D 
D D 

Partnership Corporation LLC 
Non-Licensed Owner Other (please specify) _____________________________ 

Permit #: Exp. Date: Other Permit #: Exp. Date: 

Licensed Sterile Compounding Permit # or Accredited by: 

DEA Registration #: Exp. Date: Date of DEA Inventory: 

Hours: Oaily Sat Sun. 24 Hours

PIC: RPH# Exp. Date: 
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-~-----~ 

Pharmacy Staff (pharmacists, intern pharmacists, pharmacy technicians assigned to compounding duties): 
(Please use an additional sheet if necessary) 

2. RPH# Exp. Date: 


3. 
 RPH# Exp. Date: 


4. 
 RPH# Exp. Date: 


5. 
 RPH# Exp. Date: 


6. 
 RPH# Exp. Date: 


7. 
 INT# Exp. Date: 


8. 
 INT# Exp. Date: 


9. 
 INT# Exp. Date: 


10. 

 

 

 













 


 


 


TCH# Exp. Date: 


11. TCH# Exp. Date: 


12. TCH# Exp. Date: 


13. TCH# Exp. Date: 


14. TCH# Exp. Date: 


15. TCH# Exp. Date: 


16. TCH# Exp. Date: 
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COMMUNITY PHARMACY & HOSPITAL OUTPATIENT PHARMACY 

COMPOUNDING SELF-ASSESSMENT 


All references to the California Code of Regulations (CCR) are to Title 16 unless otherwise noted. 

Please mark the appropriate box for each question. If "NO", enter an explanation on "CORRECTIVE ACTION OR 
ACTION PLAN" lines at the end of the section. If more space is needed, you may add additional sheets. 

COMPOUNDING 

1. Definitions lCCR 1735 and 1735.1) 

Yes No N/A 

DDD 	

DDD 	

DDD 	

DDD 	

DDD 	

The pharmacy compounds prescriptions as defined in CCR 1735. 

The compounding pharmacist understands the definitions of integrity, potency, quality and strength 
as defined in CCR 1735.1. 

2. Compounded Limitations and Requirements lCCR 1735.2) 

The pharmacy does not compound drug product prior to receipt of a valid prescription unless 
under the following conditions. (CCR 1735.2[a]) 

Yes No N/A 

The pharmacy prepares and stores a limited quantity of a compounded drug product in 
advance of receipt of a patient specific prescription solely in such quantity as is necessary 
to ensure continuity of care of an identified patient population as defined. (CCR 1735.2[b]) 

The pharmacy compounds a reasonable quantity of drug product that is furnished to a 
prescriber for office use upon prescriber order as allowed in CCR 1735.2 (c) that: 

Is sufficient for administration or application to patients in the prescriber's office or 
for distribution of not more than a 72-hour supply, (CCR 1735.2[c][1]) 

Is reasonable considering the intended use of the complounded medication and 
the nature of the prescriber's practice, (CCR 1735.2[c][2]) AND 

Is an amount, which the pharmacy is capable of compounding in compliance with 
pharmaceutical standards for integrity, potency, quality and strength for any 
individual prescriber or for all prescribers taken as a whole. (CCR 1735.2[c][3]) 

The pharmacy does not compound medication until it has prepared a written master 
formula that includes the following elements (CCR 1735.2[d][1-6]): 

Active ingredients used. 

Inactive ingredients used. 
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Process and/or procedure used to prepare the drug. 

Quality reviews required at each step in the preparation of the drug. 

Post-compounding process or procedures if required. 

Expiration dating requirements. 

The master formula for a drug product that is not routinely compounded by the pharmacy is 
recorded on the prescription document itself. (CCR 1735.2 [e]) 

All chemicals, bulk drug substances, drug products and other components for compounding are 
stored and used according to compendial and other applicable requirements to maintain their 
integrity, potency, quality and labeled strength. (CCR 1735.2 [g]) 

Compounded drug products are given an expiration date representing the date beyond which, in 
the professional judgment of the pharmacist, it should not be used as defined in CCR 1735.2 (h) 
and does not exceed 180 days from preparation or the shortest expiration date of any component 
in the compounded drug product. (CCR 1735.2[h]) 


DDD 

DDD 

DDD 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


3. Records of Compounded Drug Products (CCR 1735.3) 

Yes No N/A 


DDD 

DDD 	

A record for each compounded drug product includes the following (CCR 1735.3[a][1-1 0]): 


The master formula record. 


The date the drug product was compounded. 


The identity of the pharmacy personnel who compounded the drug product. 


The identity of the pharmacist reviewing the final drug product. 


The quantity of each component used in compounding the drug product. 


The manufacturer or supplier and lot number of each component. 


The equipment used in compounding the drug product. 


The pharmacy assigned reference or lot number for the compounded drug product. 


The expiration date of the final compounded drug product. 


The quantity or amount of drug product compounded. 


The pharmacy maintains records of the proper acquisition, storage, and destruction of chemicals, 
bulk drug substances, drug products and components used in compounding. (CCR 1735.3 [b]) 
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DDD 

DDD 

DDD 

Chemicals, bulk drug substances, drug products, and components used to compound drug 
products are obtained from reliable suppliers. (CCR 1735.3 [c]) 

The pharmacy acquires and retains any available certificates of purity or analysis for chemicals, 
bulk drug substances, drug products and components used in compounding. (This is not a 
requirement for drug products approved by the FDA.) (CCR 1735.3 [c]) 

The pharmacy maintains and retains all records required in the pharmacy in a readily retrievable 
form for at least three years (CCR 1735.3 [d]). 

4. Labeling of Compounded Drug Products (CCR 1735.4) 

Yes No N/A 

DDD 

DOD 	

ODD 	

ODD 	

The label of the compounded drug product contains the generic name(s) of the principle active 
ingredient(s). (CCR 1735.4[a]) 

The prescription label contains all the information required in B&PC 4076. (CCR 1735.4[a] 

The container or receipt contains a statement that the drug has been compounded by the 
pharmacy. (CCR 1735.4[b]) 

Drug products compounded into unit-dose containers that are too small or otherwise impractical for 
full compliance are labeled with the name(s) of the active ingredient(s), concentration of strength, 
volume or weight, and expiration date. (CCR 1735.4[c]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

5. Compounding Policies and Procedures (CCR 1735.5) 

Yes No N/A 

DDD The pharmacy maintains a written policy and procedure manual for compounding that establishes 
the following (CCR 1735.5 [a]): 

Procurement procedures. 

Methodologies for the formulation and compounding of drugs. 

Facilities and equipment cleaning, maintenance and operations. 

DDD 
Other standard operating procedures related to compounding. 

The policy and procedure manual is reviewed on an annual basis by the pharmacist-in-charge and 
is updated whenever changes in process are implemented. (CCR 1735.5 [b]) 

DDD The policy and procedure manual includes procedures for notifying staff assigned to compounding 
duties of any changes in process or to the policy and procedure manual. (CCR 1735.5[c]) 
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DDD The manual includes documentation of a plan for recall of a dispensed compounded drug product 
where subsequent verification demonstrates the potential for adverse effects with continued use of 
a compounded drug product. (CCR 1735.5[d]) 

DDD The manual includes procedures for maintaining, storing, calibrati~g, cleaning and disinfecting 
equipment used in compounding and for training on these procedures. (CCR 1735.5[e]) 

DDD The manual includes documentation on the methodology used to test integrity, potency, quality and 
labeled strength of compounded drug products. (CCR 1735.5[f]) 

DDD The manual includes documentation of the methodology used to determine appropriate expiration 
dates for compounded drug products. (CCR 1735.5[g]) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


6. Compounding Facilities and Equipment (CCR 1735.6) 

Yes No N/A 

DDD 

DDD 

DDD 

DDD 

The pharmacy maintains written documentation regarding the facilities and equipment necessary 
for safe and accurate compounded drug products to include records of certification of facilities or 
equipment, if applicable. (CCR 1735.6[a]) 

All equipment used to compound drug products is stored, used and maintained in accordance with 
manufacturers' specifications. (CCR 1735.6[b]) 

All equipment used to compound drug products is calibrated prior to used to ensure accuracy. 
(CCR 1735.6[c]) 

Documentation of each calibration is recorded in writing and maintained and retained in the 
pharmacy. (CCR 1735.6[c]) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


7. Training of Compounding Staff (CCR 1735.7) 

Yes No N/A 

DDD 

DDD 

The pharmacy maintains written documentation sufficient to demonstrate that pharmacy personnel 
have the skills and training required to properly and accurately perform assigned responsibilities 
relating to compounding. (CCR 1735.7[a]) 

The pharmacy develops and maintains an on-going competency evaluation process for pharmacy 
personnel involved in compounding. (CCR 1735.7[b]) 
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DDD 

DDD 

Documentation on any and all such training for pharmacy personnel is maintained. (CCR 
173S.7[b]) 

Pharmacy personnel assigned to compounding duties demonstrate knowledge about processes 
and procedures used in compounding prior to compounding any drug product. (CCR 173S.7[c]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

8. Compounding Quality Assurance (CCR 1735.8) 

Yes No N/A 

DDD 

DOD 	

The pharmacy maintains as part of its written policies and procedures, a written quality assurance 
plan to monitor and ensure the integrity, potency, quality and labeled strength of compounded drug 
products. (CCR 173S.8[a]) 

The pharmacy's quality assurance plan includes the written procedures and standards for the 
following: 

Verification, monitoring and review of the adequacy of the compounding processes as well 
as documentation of review of those processes by qualified pharmacy personnel. (CCR 
173S.8[b]) 

Qualitative and quantitative integrity, potency, quality and labeled strength analysis of 
compounded drug products. (CCR 17S.8[c]) 

Such reports are retained by the pharmacy and collated with the compounding 
record and master formula. (CCR 173S.8[c]) 

Scheduled action in the event any compounded drug product is ever discovered to be 
below minimum standards for integrity, potency, quality or labeled strength. (CCR 
173S.8[d]) 

COMPOUNDING STERILE INJECTABLE DRUGS 

FOR PHARMACIES THAT COMPOUND STERILE INJECTABLE DRUGS 

Yes No N/A 

DOD Pharmacy has a board issued Licensed Sterile Compounding permit or has current accreditation 
from the Joint Commission on Accreditation of Healthcare Organizations, or other board approved 
accreditation agency. (B&PC 4127.1[a] and 4127.1[d]) 

LSC # _________ OR 

Name of accreditation agency _______________ 
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9. Compounding Drug for Other Pharmacy for Parenteral Therapy (B&PC 4123) 

Yes No N/A 

DOD The pharmacy contracts to compound a drug for parenteral therapy, pursuant to a prescription, for 
delivery to another pharmacy. 

The contractual arrangement is reported to the board within 30 days of commencing that 
compounding. 

10. Sterile Injectable Compounding: Compounding Area (CCR 1751) 

Yes No N/A 

DOD If the pharmacy compounds sterile injectable drugs from a nonsterile source, the pharmacy has a 
designated area or cleanroom for the preparation of sterile products that has one the following: 

An ISO class 5 laminar airflow hood within an ISO class 7 cleanroom. A positive air 
pressure differential in the cleanroom that is relative to adjacent areas; (B&PC 4127.7[a]) 

An ISO class 5 cleanroom (B&PC 4127.7[b]) 

A barrier isolator that provides an ISO class 5 environment for compounding. (B&PC 
4127.7[c]) 

DOD 	 The clean room walls, ceiling and floors are made of non-porous, cleanable surfaces and the room is 
well ventilated (CCR 1751) 

The laminar airflow hoods and clean room are certified annually; (CCR 1751) 


Supplies are stored in a manner, which maintains integrity of an aseptic environment; 

(CCR 1751) 


A sink with hot and cold running water; (CCR 1751) 


A refrigerator of sufficient capacity to meet the storage requirements for all material 

requiring refrigeration. (CCR 1751) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

11. Sterile Injectable Recordkeeping Requirements. (CCR 1751.1) 

Yes No N/A 

DOD Pharmacy records are made and keptJor sterile injectable products produced for future use 
(pursuant to section 1735.2), in addition to record requirements of section 1735.3, contain the 
name, lot number, amount, and date on which the products were provided to a prescriber. (CCR 
1751.1[a]) 
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DDD 	

DDD 	

Records for sterile products compounded from one or more non-sterile ingredients are made and 
kept and contain the following: (CCR 1751.1 [b][1-6]) 

The training and competency evaluation of employees in sterile product procedures; 


Refrigerator and freezer temperatures; 


Certification of the sterile compounding environment; 


Other facility quality control logs specific to the pharmacy's policies and procedures (e.g., 

cleaning logs for facilities and equipment); 


Inspection for expired or recalled pharmaceutical products or raw ingredients; and 


Preparation records including the master work sheet, the preparation work sheet, and 

records of end-product evaluation results. 


The pharmacy maintains and retains all records required in the pharmacy in a readily retrievable 
form for at least three years from the date the record was created. (CCR 1751.1 [c]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

12. Sterile Injectable Labeling Requirements (eeR 1751.2) 

Yes No N/A 

DDD The pharmacy's compounded sterile injectable product labels contain: (CCR 1751.2[a-d]) 

Telephone number of the pharmacy, unless dispensed for a hospital in-patient; 

Name and concentrations of ingredients contained in the product; 

Instructions for storage and handling; and 

A special label that states "Chemotherapy-Dispose of Properly" for all cytotoxic agents. 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

13. Sterile Injectable Policies and Procedures (eeR 1751.3) 

Yes No N/A 

DDD The pharmacy has a written manual documenting the pOlicies and procedures associated with the 
preparation and dispensing of sterile injectable products and includes: (CCR 1751.2[a][1-7]) 

Compounding, filling, and labeling of sterile injectable compounds; 

Labeling of the sterile injectable product based on the intended route of administration and 
recommended rate of administration; 
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Equipment and supplies; 


Training of staff in preparation of sterile injectable products; 


Training of patient and/or caregiver in the administration of compounded sterile injectable 

products; 


Procedures for the handling and disposal of cytotoxic agents; 


Quality assurance program; and 


Record keeping requirements. 


DDD 	

DDD 	

DDD 	

DDD 	

Ingredients and compounding process for each preparation is determined in writing and reviewed 
by a pharmacist before compounding begins. (CCR 1751.3[b]) 

Policies and procedures address the disposal of infectious materials and/or materials containing 
cytotoxic residues and include cleanup of spills in conformance with local health jurisdictions. (CCR 
1751.3 [cD 

If compounding sterile injectable products from one or more non-sterile ingredients, the pharmacy 
has written policies and procedures that comply with the following: (CCR 1751.3[d][1-3]) 

Policies and procedures are immediately available to all compounding personnel and 
board inspectors (CCR 1751.3[d][1]); and ' 

All compounding personnel have read the policies and procedures, any additions, 
revisions, and deletions before compounding. (CCR 1751.3 [d][2]) 

Policies and procedures address the following: (CCR 1751.3 [d][3] [A-K]) 

Competency evaluation; 


Storage and handling of products and supplies; 


Storage and delivery of final products; 


Process validation; 


Personnel access and movement of materials into and near the controlled area; 


Use and maintenance of environmental control devices used to create the critical area for 

manipulation of sterile products (e.g., laminar-airflow workstations, biological safety 

cabinets, class 100 cleanrooms, and barrier isolator workstations; 


A regular cleaning schedule for the controlled area and any equipment in the controlled 

area and the alternation of disinfectants. Pharmacies subject to an institutional infection 

control policy may follow that policy as it relates to cleaning schedules; 


Disposal of packaging materials, used syringes, containers, and needles to enhance 

sanitation and avoid accumulation in the controlled area; 


17M-39 (Rev 10/07) PIC 
10 Initials 



For sterile batch compounding, written policies and procedures for the use of master 
formulas and work sheets and for appropriate documentation; 

Sterilization; and 

End-product evaluation and testing. 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

14. Facility & Equipment Standards for Sterile Injectable Compounding (CCR 1751.4) 

Yes No N/A 

The compounding environment meets criteria specified in the pharmacy's written policies and 
procedures for safe compounding of sterile injectable drugs. (CCR 1751.4[a]) 

Only those who are properly attired pursuant to (CCR 1751.5) are allowed in the cleanroom during 
the preparation of sterile injectable products. (CCR 1751.4[b]) 

All equipment used in the designated area or cleanroom is made of easily cleaned and disinfected 
material. (CCR 1751.4[c]) 

Exterior workbench surfaces and other hard surfaces in the designated area, such as walls, floors, 
ceilings, shelves, tables, and stools are disinfected weekly and after any unanticipated event that 
could increase risk of contamination (CCR 1751.4[d]) 

The preparation of parenteral cyctotoxic agents is done in accordance with Section 4-1006(b) of 
Title 24 of the California Administrative Code and includes: (CCR 1751.4[e]) 

DDD 

DOD 

DDD 

DDD 

DOD 

A laminar airflow hood, which is certified annually. 

Certification records are maintained for at least three years. 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

15. Sterile Injectable Compounding Attire (CCR 1751.5) 

Yes No N/A 


DOD 

DDD 	

When preparing cytotoxic agents, gowns and gloves are worn.(CCR 1751.5[a]) 


When compounding sterile products from one or more non-sterile ingredients and a barrier isolator 
is not used: (CCR 1751.5[b][1-5]) 

Clean room garb is donned and removed outside the designated area; (CCR 1751.5[b][2]) 
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Individuals in the cleanroom wear a low-shedding coverall, head cover, face mask, and 
shoe covers; (CCR 1751.5[b][1]) 

No hand, finger, or wrist jewelry is worn or if the jewelry cannot be removed, it is cleaned 
and covered with a sterile glove; (CCR 1751.5[b][3]) 

Head and facial hair is kept out of critical area or covered (CCR 1751.5[b][4]); and 

Gloves of low-shedding material are worn. (CCR 1751.5[b][5]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

16. Training of Sterile Injectable Compouding Staff, Patient. and Caregiver (CCR 1751.6) 

Yes No N/A 

DOD Consultation is available to the patient and/or primary caregiver concerning proper use of sterile 
injectable products and related supplies furnished by the pharmacy. (CCR 1751.6[a]) 

The pharmacist-in-charge ensures that all pharmacy personnel engaging in compounding sterile 
injectable drug products has training and demonstrated competence in the safe handling of those 
products, including cytotoxic agents if the pharmacy compounds such agents. (CCR 1751.6[b]) 

Records of training and demonstrated competence are available for each individual and are 
retained for three years beyond the employment period. (CCR 1751.6[c]) 

The pharmacist-in-charge ensures the continuing competence of pharmacy personnel engaged in 
compounding sterile injectable products. (CCR 1751.6[d]) 

When compounding sterile products from one or more non-sterile ingredients, the pharmacy 
complies with the following training requirements: (CCR 1751.6[e]) 

The pharmacy follows a written program of training and performance evaluation designed to ensure 
that each person working in the designated area has the knowledge and skills necessary to 
perform their assigned tasks properly. This program of trai
addresses the following: (CCR 1751.6[e][1][A-J]) 

ning and performance evaluation 

DOD 

DOD 

DOD 

DOD 

DOD 

Aseptic technique; 

Pharmaceutical calculations and terminology; 

Sterile product compounding documentation; 

Quality assurance procedures; 

Proper gowning and gloving technique; 

General conduct in the controlled area; 

Cleaning, sanitizing, and maintaining equipment used in the controlled area; 
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Sterilization techniques; and 


Container, equipment, and closure system selection. 


DOD 	 Each person assigned to the controlled area successfully completes practical skills training in 
aseptic technique and aseptic area practices. (CCR 1751.6[e][2]) 

Evaluation includes written testing and a written protocol of periodic routine performance 
checks involving adherence to aseptic area policies and procedures. (CCR 1751.6[e][2]) 

Each person's proficiency and continuing training is reassessed every 12 months. (CCR 
1751.6[e][2]) 

Results of these assessments are documented and retained in the pharmacy for three 
years. (CCR 1751.6[e][2]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

17. Sterile Injectable Compounding Quality Assurance and Process Validation (CCR 1751.7) 

Yes No N/A 

DOD 

DOD 

DOD 

There is a written, documented, ongoing quality assurance program maintained by the pharmacy 
that monitors personnel performance, equipment, and facilities, and the pharmacist-in-charge 
assures that the end-product meets the required specifications by periodic sampling. (CCR 
1751.7[a]) 

The Quality Assurance Program contains at least the following: (CCR 1751.7[a][1-4]) 

Cleaning and sanitization of the parenteral medication preparation area; 

The storage of compounded sterile injectable products in the pharmacy and periodic 
documentation of refrigerator temperature; 

Actions to be taken in the event of a drug recall; and 

Written justification of the chosen expiration dates for compounded sterile injectable 
products in accordance with CCR 1735.2[h]). 

Each individual involved in the preparation of sterile injectable products successfully completes a 
validation process on technique before being allowed to prepare sterile injectable products. (CCR 
1751.7[b]) 

The validation process is carried out in the same manner as normal production, except that 
an appropriate microbiological growth medium is used in place of the actual product used 
during sterile preparation. (CCR 1751.7[b]) 

The validation process is representative of all types of manipulations, products and batch 
sizes the individual is expected to prepare. (CCR 1751.7[b]) 

The same personnel, procedures, equipment, and materials are involved. (CCR 1751.7[b]) 
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Completed medium samples are incubated. (CCR 1751.7[b]) 

If microbial growth is detected, the sterile preparation process is evaluated, corrective 
action taken, and the validation process is repeated. (CCR 1751.7[b]) 

Personnel competency is revalidated and documented at least every 12 months, whenever 
the quality assurance program yields an unacceptable result, when the compounding 
process changes, equipment used in the compounding of sterile injectable drug products is 
repaired or replaced, the facility is modified in a manner that affects airflow or traffic 
patterns, or whenever aseptic techniques are observed. (CCR 1751.7[b]) 

DDD 	 Batch produced sterile injectable drug products compounded from one or more non-sterile 
ingredients are subject to documented end product testing for sterility and pyrogens and are 
quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. (CCR 
1751.7[c]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

18. Sterile Injectable Compounding Reference Materials (CCR 1751.8) 

Yes No N/A 

DDD Current and appropriate reference materials regarding the compounding of sterile injectable 
products are maintained or immediately available to the pharmacy. (CCR 1751.8) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 
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Stephan Flascha To karen_cates@dca.ca.gov 
<flascha@ca.rr.com> 

cc 
09/04/2008 06:25 AM 

bcc 

Sub· ect .30 year veteran hospital pharmacist concerned about 
J documentation requirements. 

Dear Ms. Karen Cates: 

As a hospital pharmacist licensed since 1978, 30 years., I am really 
concerned about the documentation requirements. in Compounding in an IV 
room in a major hospital.· We are required to prepare there are 
proabally a thousand items involved in on.e shift which are activated. 
'. . . 

Just consider a t supermarket check out counter you want the cash 
register· noted Manufacturer, Expiration Date and Lot number of every 
item you buy. We do that if we compouhd bigger· bactaches like·a 
manufacturer but most items are for a pers6n~lized use. 

Please consider this requirement as undoable. It·will make the 
environment so "crazy-Busy" that you will· have more cent~nriial ev.ents. 

Sincerly 

Dr. stephan Flascha R.Ph.Pharm.D. 
Kaiser Sunset 



"Baertseh.SuzanneK To <Karen_cates@dca.ca.gov>. 
<BaertsS@sutterhealth.org> 

ee <philip@eshp.org> 
09/04/200812:15 PM 

bec 

Subject Board of Pharmacy new compounding regulations 

I just heard about the proposed compounding regulations, and while I 
understand the concern for patient safety, I think these regulations will have 
the opposit effect, 

I work in a hospital where we compound hundreds of IVs daily ·in a. sterile 
environment. The additional time it would take for all this record keeping 
would mean we would have to cut back in other area. We aJ;"e alreaQ-y stretched 
too thin, and this will make it worse for overall patient pare, with little 
benefit. 

I am especially concerned about 1st dose antibiotics or cardiovasular drips. 
This may result in a further delay to patient therapy., 

I understand it is valuable to be able to trace back how something is made, 
but remember, this still does not PREVENT an errror. It only. allows you to see· 
what the err·or is. 

In summary, I strongly feel ·these new regulations will be a detriment to 
patient care and our healthcare system as a whole, especially in regard to IV 
medications. 

Suzanne Baertsch 
NICU Pharmacist 
Alta Bates Summit Me.dical Center 
Berkeley, CA 94705 



"Hass. Deborah" To karen_cates@dca.ca.gov 
<DHass@stanfordmed.org> 

cc philip@cshp.org 
09/05/2008 12:54 PM 

bcc 

' t New Board of Pharmacy Regulations,regarding IV S b u Jec C d' , ompoun mg 

Dear Ms. Cates: I am a clincial pharmacist, at Stanford Universi,ty Hospital in 
Stanford, CA. I am writing to strongly object to the newly proposed 
regulations re'garding compounding sterile IV products: '. 

I would agree with the CSHP (and am quoting them) in asking for an exemption 
of logging and pharmacy lot number assignment/labeling. for those "immediate 
use" products as defined by USP. These products are needed urgently and there 
is a potential of delay with the additional recqrd keeping ,requirements with 
no benefit to the patient. Any future recall of product would be moot as the 
IV would be already administered as an immediate-use. This means every STAT 
alteplase, epinephrine, diltiazem or other life-sav.ing medication prepared by 
a pharmacist during cardiac resuscitation, in the emergency department, in the 
operating rooms or in' other critical care areas would be delayed a few minutes 
longer'to assure .logging, assignment, and labeling of the IV bag with a 
pharmacy lot number. . , 

In .addition, for all products I whether. STAT or non-urgent., extensive 
recordkeeping would be required for each product prepared and maintained for a 
minimum of 3 ye.ars. Considering the tho.usands of recprds .daily that would be 
generated here at Stanford to meet the requirement, the proposed method for 
recordkeeping and maintaining r;ecords for 3 years is unrealistic, 

I would urge you to seriously reconsider passing this proposed regulation. 

Respectfully yours, 

Deborah A. 'Hass, Pharm.D.,. BCOP 
Hematology/Oncology Clinical Pharmacist 
Stanford Hospitals and Clinics 
300 Pasteur Drive 
Room H0301, M/C 5616 
Stanford, CA. 94305 
'Central Pharmacy Phone: 650-723-5$70 
Central Pharmacy Fax: 650-72'5-5028 
Satellite Pharmacy Phone: .650-725-5299 
Pager: 650-723-8222 ID 16045 
E-mail: DHass@stanfordmed.org <mailto:DHass@stanfordmed.org> 

mailto:mailto:DHass@stanfordmed.org
mailto:DHass@stanfordmed.org


_.. ' 

"Sloan, Steven . to <karen_cates@dea.ea.gov> 
<steve.sloen@cpspharm.com 

cc 

09/10/2008 09:27 AM bec 

> 

Subject Board of Pharmacy 

Dear Ms. Cates, 
. . 

This is intended to state our concerns about proposed compounding regulations by the Board of 
Pharmacy. The proposed regulations do not take into consideration emergency situations where the 
additional logging and labelfng requirements will be burdensome and cause delays in therapy. Our 
position, and that of the California Society of Health-System Pharmacists, is that these requirements do 
not improve patient safety because the dose is admil}istered immediately after compounding: Please 
make an exception for emergency use. . . 

mailto:steve.sloen@cpspharm.com
mailto:karen_cates@dea.ea.gov


Karen Nishi 
Director - Regulatory Affairs :" ,:"""::" 

.-.;: ..... 
:." "... /" :-. . 

" ;...; ... , ~ 

3750 Torrey View Court 
San Diego, CA 92130 
858.617.5966 tel 
karen.nishi@cardinal.com 

.~. 
. . CardinalHealth 

September 12, 2008 

California State Board of Pharmacy 

Attn: Ms. Karen Cates 

1625 North Market Boulevard 

N219 

Sacramento, CA 95834 

karen cates@dca.ca.gov 


RE: 16 CCR § 1735.3 Records of Compounded Drug Products - Proposed Compounding 
Regulations; Request for Comments 

Dear Ms. Cates: 

Cardinal Health commends and supports the Board of Pharmacy for their efforts to improve patient 
safety by strengthening th.e regulations surrounding compounding. We would like to offer our 
comments and suggestions regarding the proposed regulations for pharmacies that compound and 
provide sterile injectable preparations. We appreciate th~ efforts of the Board of Pharmacy 
committee who wrote the initial draft of the proposed rules and we have attempted to use the 
framework they created in making our suggested changes to the rules. 

Suggestions for changes to the general language: 

Since the proposed regulations are for compounded medications, we believe the term "expiration 
date" should be changed to "beyond use date" to better track with the language used by the United 
States Pharmacopeia (USP) and the Joint Commission. 

References to the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) should 
be updated to the Joint Commission. 

The National Institute for Occupational Safety and Health (NIOSH) and the Joint Commission often . . 

refer to "cytotoxic agents" and "chemotherapy" as "hazardous drugs". 

16 CCR § 1735.3 - Records of Compounded prug Products 

This section details the pharmacy record requirements for each compounded drug product. The 
section does not differentiate between routine scheduled drug products and those injectables 
prepared for stat or immediate use. We woufd agre.e that information such as the master formula, the 
date compounded, identifiers of who compounded and checked the product, as well as the quantity of 
each component are essential. However, documenting data elements indi9ating the supplier, lot 
number, equipment used, assigned pharmacy reference number and "expiration date" may slow the 
preparation and delivery of emergency medications. The latest USP' Chapter 797 has a special 
section related to "Immediate Use Compounded Sterile Products" which supports the distinction from 
a scheduled administration. We believe the Board could follow the same path as USP 797 by 
delineating fewer record keeping requirements for injectables prepared for immediate patient 
adm inistration. 

mailto:cates@dca.ca.gov
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We would like to suggest the following provision be added to the proposed regul~tions: . 

. § 1735.3 Records of Compounded Drug Products . 
(e) Immediate use in}f3)ctable products needed for stat or emerge.ncy patient administration 'AiiJI be 
exempt from 6-9 above. 

By recognizing the difference between a stat life saving administration and a non-urgent one, 
pharmacists can. provide the appropriate patient care and comply with the necessary record keeping 
requirements. 

If you have any additional questions, please feel free to contact me at (858) 617-5966 or 8-:-mail at 
. karen.nish·i@cardinalhealth.com. On behalf of Cardinal Health, we thank you for considering our 

comments and the efforts the Board has m,adein drafting the proposed regulations. 

Sincerely, 

., 

~~JNJ {~~ 

Karen Nishi 

Director of Regulatory Affairs 


cc: Jack Coffey 

. , 

mailto:karen.nish�i@cardinalhealth.com


. . 
"Miller, Ray - SFMH" To <karen:...cates@dca.ca.gov> 

<Ray.MiIler@chw.edu> 


<philip@cshp.org>, "Yee, William - SJMC" 
09/15/200805:39 PM cc 

<Williani.Yee@chw.edu> . 

bcc 

Subject Proposed Compounding Regulations 

Dear Ms. Cates: 

The CSHP has alerted hospital pharmacists that the BOP is considering amending the California Code of 
Regulations by adding and/or amending sections 1735 thru 1751.8 of Division 17 of Title 16.. 

. . 
A careful reading of the proposed language does not make it clear to me whether it is the intention of the 
BOP to include hospital pharmacies who compound admixtures for immediate use on inpatients in these 
changes. The proposed self assessment that was distributed is titled "Community Pharmacy & Hospital 
Outpatient Pharmacy Compounding Self-Ass~ssment" which implies that it is not intended.for hospitals 
that are accredited by T JC. 

Please make sure that the language of these revisions makes it .clear that hospital pharmacies accredited 
by T JC are n at bound by these provisions. Although, we comply with many of the quality initiative 
suggested, the volume of work done in' a hospital, as well as the immediate· nature of our work would 
make it dlfficult to comply with any requirement th?t every ingredient's lot number, manufacturer etc. be 
recorded. 

Thank you for your consideration. 

Ray Miller, Pharm. D. 
Director of Pharmacy 
st. Francis Memorial Hospital 
900 Hyde Street 
San Francisco, Ca 94109 
(415) 353-6451 

mailto:Williani.Yee@chw.edu
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"Hendnck, Lynnft To <karen_cates@dca.ca.gbv> 
<Lynn.Hendrick@chomp.org> 

cc <philip@cshp.org> 

09/16/2008 10:26 AM bcc 

. 

Subject Proposed changes for medication compounding 

September 16, 2008 

Dear State'Board of Pharmacy and Karen Cates, 

I have reviewed the proposed changes to regulations for medication 
compounding', including': 

* Master formula must be in writing .'and to" include QA required and 
expiration date requirement for each product compounded .. " 
* ' Labeling must include a statement that the product was compounded 
by the pharmacy; pharmacy reference number or "lot number must be provided for ' 
each dis,pensed IV. 
* Chem~therapy labeling must include "Chemotherapy ~ l?ispose of 
Properly"
* Pharmacy Logs must include date, personnel,' each ingredient 
(drug, dose, manufacturer arid lot i), equipment used, pharmacy reference or 
lot number, expiration date, quantity, etc. for each compounded product.
* 'Records o,f all supplies and ingredients purchased, used or 
destroyed are m~intained. ' 
* All records and logs are maintained for a minimum of,3 years.
* Written policies/procedures reviewed annually and to include 
procurement of ingredients/supplies, methodology of compounding, personnel 
training" competency, equipment/facilities,. cleaning, ,quality assurance, 
recall process, communication of changes, methodology of. determining 
expiration dating, etc. ' 
* ,Limits supply to MD offices to 72 hour supply of compounded. 

'medications. 
Sterile Inj e'ctable Compounding Changes (in addition to those 


above)

* Written, policies/procedures on disposal of infectious materials 

and cyt6toxics.

* Labeling of each compounded product' to incl:ude route and' rate of 

administration. ' 

* Qualit'y Assur·ance to include sterility testing of any batch 

prepared products. 


I have some seriou,s concerts pertaining to the proposed changes for medication 
compounding regulations, specifically with IV medications preparation and the 
'urgent needs of some of these medications. I would ask for an'exemption of 
logging and pharmacy lot number assignment/labeling for those "immediate use" 
products as, d.efined by USP.· These products are needed urgently and there is a 
potential of delay with the adoitional record keeping requirements with no 
benefit to the patient. Ahy future recall of product would :be moot as the IV 
vmuldbe already administered as an immediate-use. 

It is unreasonable to think" that every STAT alteplase, epinephrine, diltiazem 
or otl;1er J.,ife-saving medication' prepared by a pharmacist during cardiac 
resuscitation, in the' emergency department, in the operating rooms or in other 
critical care areas would be delayed a,few minutes longer to assure logging, 
assigru:tient, and labeling of the IV bag with a pharmacy lot number. 



" ' 

In addition, 'f'or all products; whether STAT or non-urgent, extensive 
recordkeeping would be required for each product prepared and maintained for a 
minimum of 3 years. Considering the hundreds (or in some larger hospitals, 
thousands) of records daily,that would be ,generated to meet' the requirement, 
the proposed method for recordkeeping and maintaining records for 3 years is 
unrealistic and wasteful. ' . 

Thank you for your consideration, 

Lynn Hendrick, PharmD 
Clinic,al Pharmacist at the Community Hospital of the Monterey Peninsula 
Confidentiality Notice: ' 
This is a transmission from Community Hospital ot' the Monterey Peninsula: 
This message 'and any attached documents may be confidential and ,contain 
information protected by state and federal medical privacy statutes. They are 
intended only for the use of th~ addressee. If you are not the intended 
recipient, any disclosure', copying, or distribution of this information is 
strictly prohibited. If you receiyed this transmission, in error, please 
accept our apologies and notify the sender. 

Thank you. 



September 16, 2008 

Virginia Herold 
Executive Officer 
Calif0111ia Bo.ard ofPharrnacy 
Hi25 N ..Market Blvd N219 
Sacramento, California 95834 
Virrrinia Herold@.dca.ca.Qmi 

Re: Proposed Requirements for Pharmacies that Compound Medicatjons 

Dear Ms. Herold: 

The California Sociei;y o(Healtb-System Phannacists (CSHP), commends and ·supports .the Califomia 
Board of Pharmacy (board) f01" their pre-\;ious and current efforts t6 strengthen the .regulations 
surrounding pha:rmacies that compoun~ medications. However, .CS:H:P has .concems regarding sections 
of the proposed compounding regulatl0nsthat peltain to new . labeling . and phannacy record 
requirements with. regard to certain compounded IV medications that would inevitably delay.treatment 
to the direst of patients. . 

It is cOITlII"lon practice for a phannacy in an acute care facility to prepare' emergency compounded 
medications for the treatrn:ent of heart attack, stroke, and other life-threatening situations. Such patients 
require one-time and immediate-u.se (STAT) m.edicatiolls~ such as alteplase, epinephrine, or diltiazem 
for·treatment.. CSHP members are concerned that the added documentation requirements for both the 
label. and pharmacy log will delay the preparation and delivery of these one-time and immediate-use 
medications; tl1erefore, placing the patient at risk without any additional benefit to patient safety and 
care. 

CSHP fails to see the ad,'antage i11 delaying treatment for patients with critical conditions to record the 
pharmacy reference number .or Jot number on the label of each dispensed IV and' the additional 
infolmation in the. pharmacy log when such labeling and recordkeeping requirements are primarily. 
intended to be used in the event of a medication recall. CSHP believes that such infomlation would be 
obsolete in situations where patients .are in need of on~-time and immediate-use. compounded products 
as any future recall of these products would be moot as the. IV would be already administered to the 
patient. 

As the proposed regulations stand now, evety STAT compounded medication with life-saving potential 
prepared by a phannacist during cardiac resuscitation, in the emergency department, in the operating 
rooms.. or in other critical care areas would be delayed a fe~;y minutes longer to assure logging. 
assignment, and labeling of the IV. bag with a ph8J.1TIacy 10t.number. . 

, . 

Exempting immediate-use and one-time sterile products from some regulations has been done before. 
The recently updated United States PhaI111aCOpeial Convention (USP) Chapter 797 has a special section 
related to immediaTe-Use Coinpounded Sterile Products as the immediate",use provision is intended only 

. 725 30 i
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for those situations where. there' is a need for emergency or immediate patient administration of a 
compounded product. 

As it relates' to the preparation of one-time and immediate-use inJectable' products in acute care 
facilities, CSHP requests all proposed additional pharmacy record requirements be exemptedfrom the 
pharmacy records. CSHP also requests an ·exemption of havin.g to record the pharmacy reference 
n.umHer OJ' [at number all the label for· one-time alld immediate-use IV medications. CSHP believes 
that an exemption from additional record keeping 'requirements would be best to ensure that patients in 
acute care facflities with one-time and .immediate-use needs are 'treated In a safe and appropriate. 
timeframe. 

These exemptions in STAT situations will certainly benefit and prolong patients' lives as they receive 
compounded medications urgently. CSHP hopes the following suggestions will help to meet our shared 
goal of better and safer patient care, and appreCiate the board's willingness to consider our requests. 

Founded in 1962, CSHP is a professional society representing more than 4,000 pharmacists, pharmacy 
technicians, and associates who serve patients and the public by promoting wellness 'and the best use of . 
medications. CSHP members practice in a variety of organized health care settings including, but not 
l.imited to hospitals, ii1tegrated healthcare systems, clinics, home health care and ambulatory settings. 

If you have any questions, please do not hesitate to.contact me at (916) 447-1033 or CSHP's Legislative 
Advocate Bryce Docherty at (916) 446-4343. . 

Respectfu.lly, 

Dawn Benton 
Executive Vice President, CEO 

ce. Bryce Docherty 



"Hayashi, Joanne S" ..To <karen~cates@dea.ea.gov> 
<Joanne.HaYashi@ehomp.or 

cc <philip@cshp.org>.g> 

09/16/2008 12:54 PM bee 

. Subject FW: Proposed changes for medication compounding 

September 16, 2008 

:Dear State Board of Pharmacy and Karen ·Cates, 

I have reviewed the proposed changes to regulations for medication 

compounding, including: . 


* Master. formula must be in writing and to include QA required and 

expiration date requirement. for each product compounded. 

* .Labeling must include a statement that the product. was compounded 
by the pharmacy; pharmacy reference number or lot number m~st be provided for 
each dispensed IV. . . 
* Chemotherapy labeling must include. rrChemother.apy - Dispose o·f 

Properly"

* Pharmacy Logs must include. date, ·persormel, each ingredient 

(drug, dose, manufacturer and lot #), equipment useel, pharmacy reference or 

lot number, expiration date, quantity", etc.. for e.ach compounded product . 


. * 	 Records of all suppli.Eis and ingredients purchased, used or 
destroyed are mainta.ined.· . 
* 	 All records and logs are ma.intainedfor a minimu:m of3 years.
* Written policies/procedur<;ls·reviewed annually and to.include 

procurement of ingredi.ents/supplies, methodology of compounding, personnel 

training, .competency, equipment/facilities, cleaning, quality assurance, 

recall process, corninunication of changes, methodology·of determining 

expiration dating, etc. . 

* Limits supply to MD offices to 72 hour supply of compounded 

medications. 


Sterlie Injectable Compounding Changes (in addition to those 

above) 

* Wi-itten policies /procedures on disposal of inf·ectious materials 

and cytotoxics.

* Labeling of each compounded product to .include route and rate of 
administration. 
* Quality Assurance to include sterility testing of any batch 

prepared products. 


I have some serious concerns pertaining to the proposed changes for medication 
compounding regulations t ·specitically with IV medications preparation and the 
urgent needs of some of these medications. I would ask for an. exemption of 
logging and pharmacy lot number assignment/labeling for those nimmediate use n 
products ·as defined by USP. These products are heeded urgentlY and there is a. 
potential of delay with the additional record keeping requirements with no 
benefit to th,? patient. Any future recall of product would.be moot· as the IV 
would be already administered as an immediate-use. 

It is unreasonable to think that every STAT alteplase, epinephrine, diltiazem 
or other life-saving medication prepared by a pharmacist during. cardiac 
resuscitat.ion, in the emergency department, in. the ·operating rooms or in other 
critical care areas would be delayed a few minutes longer to assure logging, 

·assign..T[lent, and labeling of the IV bag. with a pharmacy lot number .. 

http:would.be
mailto:philip@cshp.org
mailto:Joanne.HaYashi@ehomp.or
mailto:karen~cates@dea.ea.gov


In addition, for all produ~ts., \,.hether ·STAT or non-urgent, extensive 
recordkeeping i-l'Ol.;lld be requi:i:-·ed for each product prepared and maintained for a 
minimu..rn of 3 years. Considering the hundreds (or in some larger hospitals, . 
thousands) of records daily that would be generated to meet the requirement, 
the proposed method for recordkeeping and maintaining records for .3 years is 
unreali~tic and vJasteful. It may ·also compromise patient safety since the 
focus. will be shifted from the real task at hand .:. safe; aseptic compounding 
of cSPs to the task of record keeping!! . 

Thank you £or your consideration, 

Joanne Hayashi, PharmD 
Clinical Pharmacist at the Community Hospital of the Monterey Peninsula 
ConfidentLality Notice: 
This is a transmission from Community Hospital of the Monterey Penir1sula. 
This message and any attached documents may be confidential and contain 
information protected by state and federal medical privacy· statutes. They are 
intended only for th~ use of the addressee. If you are not the intended 
recipient, any disclosure, copying, or distribution of this information is 
strictly prohibited. If you received this transmission in error, please 
accept our apologies and notify the sender. 

Thank you. 



----------

"Chopyk, Rob" To <karen:....cates@dca.ca.gov> 
<Rob.Chopyk@chomp.org> 

. cc <philip@cshp.org> 
09/16/2008 02:07 PM 

bee 

;3ubjeet· 

September 16, 2008 

Dear State Board of Pharmacy and Karen Cates, 

I have reviewed the ,proposed changes to regulations for medication 

compounding, including: 


* Master formula must be in writing and to' include QA reguired and 
expiration date requirement for each 'product compounded. 
* Labeling must include a stat'ement, that the product was compounded 
by the pharmacy; pharmacy reference number or lot number must be provided for 
each dispensed IV. 
* Chemotherapy l~beling must include '''Chemotherapy - Dispose of 

Properly"

* Pharmacy Logs must include date', personnel, each ingredient 
(drug, dose, manufa'cturer and lot #), ,equipment used,pharmacy reference or 

lot number, expiration date, quantity, etc.' for each compounded product. 

* Records of all supplies and ingredi,ents purchased, used or 
destroyed are maintained.' , 

, * All records, and logs, are mai,ntained for a minimum ,of 3 years.
* Written policies/procedures reviewed annually and to include 

procurement of ingredients/supplies, methodology of compounding, personnel 

training, competency, equipment/facilities, cleaning, quality assurance, 

recall process, comm:unication of 'changes, methodology of determining 

expiration dating, etc. ' 

* 'Limits supply to MD offices to 72 hour supply of compounded 

medications. 


Sterile, Injectable Compounding,Changes (in addition to those 

above) 

* Written policies/procequres on disposal of infectious materials 

and cytotoxics.

* , Labeling of eac,h compounded ,product to include route andrat,e of 
administration. 
* 'Quality Assurance to include sterility testing of any batch 

prepared products. 


I have some serious concerns pertaining'to the proposed changes for medication 
compounding regulat'ions,. specifically with IV medications preparation and the 
urgent needs of some of these medications. I would ask for an ,exemption of 
logging and pharmacy lot number assigninent/label"ing for those "immediate use;' 
products as defined, by USP., These products, are needed, urgently and there is a 
potential of delay with the additional recor,d 'keeping requirements with no 
benefit to the patient. Any future recall of product would be moot as the IV 
would be already administered as an immediate-use. 

It is unreasonable to think that every STAT a,lteplase, epinephrine, diltiazem 
or other life-saving medication prepa-red by a pharmacist during cardiac 
resuscitation, in the emergency department, in t,he operating -rooms or in other 
critical care areas would p'e delayed a few minutes longer to assure logging, 
assignment, and, labeling of the 'IV bag with a pharmacy lot number. 



c 
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Tn addition{ . for .all products, whether STAT or' non·.-urgent, . extensive 
recordkeeping would be required for' eacD proouct prepared and maintained for a 
minimum of 3 yeax;:s. Considering the hundreds (oJ;" in some larger hospitals, 
thousands) of records daily that would be generated to meet the requirement, 
the proposed method for recordkeeping and maintaining records for 3 years ~s 
unrealisti~ and wasteful. . 

Thank you for your consideratibn, 

Rob Chopyk RPh. 
Clinical Pharmacist 
Community Hospital of the 
Monterey Peninsula 
(831) 625-4905 
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:...... ­ North Coast SocietyofHealth-System Pharmacists 

c/o 
Michael W. Sanders, Chapter. President 

128 Alderbrook Drive 
Santa Rosa, CA 95405-4602 

(707) 545-0742 
September 15,2008 

Board ofPharmacy 
Attn: Karen Cates (proposed Compounding Regulation) 
1625 N. Market Blvd. N219 
Sacramento, CA 95834 
Fax: (916) 574-8618 

RE: Proposed changes to 16-CCR 1716.1 and 1716.2 

Dear Karen, 

On behalf of the members of our C.S.H.P-affiliated chapter, I wish to voice my objection 
. to .certain. language changes or omission,s pertaining to your proposed revisioris to these 
regulations. . 

Health system pharmacies, especially in hospitals, must prepare numerous 'stat' or ~now' 
compounded IV and other products for acutely· ill patients. Without exempting 

 
 

 
 

immediate or one time use compounded products from' §1735 .1, CompoUnding
Definitions, the board is placing unreasonable 'and unnecessary recordkeeping and
labeling'Tequirements on already overburdened health care systems in California.' 

We phannacists and pharmacy technicians. of the North Coast Chapter of C.S.H.P. 
therefore ask you to rescind these regulatory changes without first making
accommodation for immediate and one time use compounded products. Your
affumative action in response would be much appreciated. 

,~'
!} 

" 

" 
.... 

. 

('--JJi;~~~~A· 
Michael W. Sanders, Pharm.D. Presiden~ North Coast Society 'ofHealth-System Pharmacists 
cc: 1) Board ofDirectors, 2) CSHP, 3) File 
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~i, Mant~ . To <karen_cates@dca.ca.gov> 
<Man.Yi@chomp.org> 

cc <philip@cshp.org> 
09/17/200809:10 AM 

bcc 

Subject Proposed changes for medication compounding· 

September 17, 2008 

Dear State Board of .Pharmacy and Karen Cates, 

I have reviewed the proposed changes to regulations for medication 

compounding r including: 


* Master formula must be in writing and to include QA required and 

expiration date requirement for each product compounOed .. 

* Labeling must include a statement that the product was compounded 
by the pharmacy; pharmacy reference number or lot number must be provided for 
each dispensed IV. . . 
* Chemotherapy labeiing mus.t include "Chemotherapy - Dispose of 

Properly"

* Pharmacy Logs must include date, personnel r each ingredient 

(drug, dose, manufacturer and lot #), equipment used, pharmacy reference or 

lot numb e-r , expiration date, quantity, etc. for. each compounded product.

* Records of all supplies and ingredients purchased, us~d or 

destroyed are maintained.. . 

* All records ano' l·ogs are maintained for a minimum of 3 years.
* Written policies/procedures reviewed annually and to inGlude 

. procurement of ingredients I supplie.s, methodology of compounding, personn,?l 
traini.ng, competency, equipment/facilities, cleaning r quality assurance, 
recall process, communication of changes, methodology o.f determining 
expir.ationdating, etc. . 
* Limits supply to MD offices to 72' hour supply of compounded 

medications. 


Sterile Injectable Compounding Changes (in addition to those 

above) 

* . Written policies/procedur~s on disposal of infectious materials 

and cytotoxics.

* Labeling of each compounded product to inclUde route and rate of 
administration. . . 
* Quality Assurance to inciude sterility testi~g of any batch 

prepared products, 


"I have some serious' concerns pertaining to the proposed changes for 
medication compounding regulations, specifically with IV medications 
preparation and the urgent needs 'Of some of these medications. :t would ask 
for an exemption of logging an.d pharmacy lot number assignment/labeling for 
those "immediate use'.'. products as defined by OSP. These products are needed 
urgently and there is a potential of de'lay with the additional record keeping 
requirements with no benefit to the·patient. Any ·future recall of product 

. would be moot as the IV would be already administered as an immediate-use. 

It is unreasonable to think. that every STAT alteplase r epinephrine, diltiazem 
or other life-saving medication prepared by a pharmacist during cardiac . 
resuscitation, in the emergency department, in the operating rooms or in other 
critical care areas would be delayed a' few minutes longer to assure logging, 
assignment r and labeling of the IV bag with a pharmacy lot number.' 

http:traini.ng
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.: . 

In addition, for all ·products, .whether ST]I.T or "non:-urgent, extensive 
recordkeeping would be required for each: product prepared and mainta~ned for a 

. minimum of 3 years. Considering the hundreds (or in some larger hospitals, 
thousands) of records daily that would. be generated to meet the requirement, 
the proposed· method for recordkeeping and maintaining records for.3 years is 
unrealis~ic and wasteful." 

totally agree wit~ my colleague's toncerns abbve. 

Thank you for, your consideration,. 


Man Yi 

R.ph, MS. 

Clinical Pharmacist at the Community Hospital of the Monterey Peninsula 




.~. " 
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"Fukano, Robert" To <karen_cates@dca.ea.gov> 
<Robert.FLikano@chomp.org 

cc <philip@cshp.org> > 

09/1712008 03:08 PM bec 

Subject 

Dear State Board of Pharmacy and Karen Cates,. 

I have reviewed the proposed· changes to regulations f·or medication 
compounding·, including: 

* Master formula must be in writing and to include QA required and 
expiration date r.equirement for each product compounded. 
* Labeling must include a statement that the product was compounded 
by the pharmacy; pharmacy reference number or lot nuritber must be provided for 
each dispensed IV ... 
* Chemotherapy labeling must include. "Chemotherapy - Dispose of 
ProperlylT
* Pharmacy Logs must include date, personnel, each ingredient 
(Orug,· dose, manufacturer and lot #), equipment used, pharmacy reference or 
lot number, ~xpiI:ation date, quantity, etc. for each compounded product ~ 
"* . Records of all supplies and ingredients. purchased, used .or 
destroyed are maintained. 
* All records and logs are maintained for·a minimum of 3 years. 
* Written policies/procedures reviewed annually and to include 
procurement of ingredients/supplies, methodology of compounding.! personnel 
training, competency,equipment/facilities, cleaning, quality assurance, 
recall pr6cess, communication of changes, methodology of determining· 
expiration dating, etc. . . 
* Limits supply to MD offices to 72 hour supply of compounded 
medications. 

Sterile Inj ectabie Compounding Change.s (in additj,on t·o. those 
above) . 

Written· policies/procedures on disposal of infectious materials* 
and cytotoxics. 
* .Labeling of each compounded product to include route and rate of 

administration. 

* Quality Assurance to include sterility testing of any batch 
prepared products. 

I have some serious concerns pertaining ·to the proposed changes for medication 
compounding regulations, specifically with IV·medications preparation and ·the 
urgent· needs of some of these medications. I would ask for an exemption of . 
logging and pharmacy lot number assignment/labeling for those "iIl1Illediate.use". 
products as defined by·USl? These products are ·needed urgently and there is a 
potential of delay with the additional record keeping requirements with no 
benefit to the patient. Any future recall of product would be moot as the IV 
would be already administered as an immediat·e-use. 

It is unreasonable to think that·every STATalteplase, epinephrine, diltiazem 
or other life-saving medication prepared by a pharmacist. 'during cardiac 
resuscitation, in the 'emergency department, in the operating rooms or in other 
critical care areas would.be delayed a few minutes longer to assure logging, 
assignment, and labeling of the IV bag with a pharmacy lot number. 

In addition, there are dozens of hospital in California without 24 hour 
pharmacy services in' .wh:Lch. nurses are compounding and mix intravenous pJ;"oducts 

http:would.be


without the aid of any sterile preparation area or. laminar flow 
hood/biological safety cabinet. 'Why the .separation of -record-keeping of 
pharmacy-prepared versus' nurse-prepared or physician-prepared (think.ing of 
aneqthesiologists who prepare. medication in the operating room)? 

In addition, for ail products, whether STAT or non-urgent, extensive' 
recordkeeping would be required for ea'ch product prepared and maintai'ned for a 
minimum of 3 years. Considering the hundreds (or in some larger hospitals, 
thous~nds) o~ records d~ily that would be generated to meet the requirement, 
the proposed method. for·' recordkeeping and maintaining records for 3 years is 
unrealistic and wasteful.' . 

Thank you for your consideration; 

Rbbert M. Fukano, PharmD 
Intensive Care Unit/Critical· Care Unit Clinical Pharmacist 
Community Hospital of the Monterey Peninsula 
Monterey, California .. 

. , 



"Berger, Alex \(OCH\)"" . To <karen_cates@dca.ca.gov> 
<AlexBerger@dochs.org> .'. 

cc 
09/1812008 09:48 PM 

bcc 

· t Action -Requested: New Compound Sterile Injectable 
S bu jec 

. . Pr.oducts Regulations. 

Hello Karen Cates, 

This. is a TERRIBLE new regulation that will jeopardize patient's care! We do not have time to for more 
documentation when an IV medication is needed STAT. STAT IDeans medication is needed now, or the patient will '. . 
die. 


This regulation should exem.pt IVs for llnmediate /STAT administration. 


Alexander Berger, 


Staff pharmacist O'Connor Hospital,San Jose 




· .. 
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1'Jones, Kimberly J" To<karef1_cates@dca,2a~goY; 
<Kimberly.Jones@chomp.or 

cc <philip@cshp.org>g> 

09/20/2008 11 :00 AM bec. 
Subject Proposal· for medication compounding 

September 2.0, 2008 

Dear State 'Board of Pharm~cy and Karen C::ates, 

I have ~eviewed the proposed change~ to regulations for medication 
compounding, including: 

* l'1aster formula must be in .writing and to· include QA r~quired and· 
expiration date requirement for each proQuct compounded. 
* Labeling must. include a statement that the product was compounded 
by the pharmacy; pharmacy reference number or lot number must be provided for 
each dispensed IV. 
* Chemotherapy labeling must include "Chemotherapy - Dispose of 
Properly" 
* Pharmacy Logs must includ.e da.te, personnel, each ingredient 
(drug, dose, manufacturer and lot #), equipment used, pharmacy reference or 
lot number, expiration date, quantity, etc. for each compounded product.
* Records of all supplies and ingredients purchased, used or 
destroyed are maintained, . 
* All records and logs are maintained for a minimum of 3 years.
* Written policies/procedures reviewed annually and to include 
procurement of ingredients/supplies, methodology of compoundiI)g, personnel 
training, competency, equipment/facilit;i..e.s, cleaning, quality assurance,. 
recall process, communication of changes, methodology of determining 
expiration dating, etc. . 
* Limits . supply to MD offices to 72 hour supply of compounded 
medications. 

Sterile Injectable Compounding Changes (in ·addition to those 
above)
* Written policies/procedures on disposal of infectious materials 

and cYtotoxics. 

* Labeling .of each compounded product to include route and rate of 

administration. 

* Quality Assurance to include sterility testing of any batch 
prepared products. 

I have some serious concerns pertaining to the proposed changes for medication 
compounding regulations, specifically with IV medications preparation and 'the 
urgent needs of some of these· medications. I would ask for an exemption of 
logging· and pharmacy lot number assignment/labeling for those "immediate use" 
products as defined by asp, These products are·needed urgently and th~re is a 
potential of delay with the additional record keeping requirements with no 
benefit to the patient,. Any futUre recall of product 'would be moot as the IV 
would be already administered as an immediate-use. 

It is unreasonable to think that every ,STAT alteplase, epinephrine, diltiazem 
or other life-saving medication prepared by a pharmacist during cardiac 
resuscitation, in the emergency department, in: the· operating rooms ·or in other 
critical care areas would be delayed a few miDl,ltes longer to assure logging, 
assign.rnent, and labeling· of the IV bag with a pharmacy lOt number, '. 

mailto:philip@cshp.org
mailto:Kimberly.Jones@chomp.or


In addid,on, for all pr·oducts, whether· STll.T br non-urgent, extensive 
recordkeeping would be required for·each product· prepar.ed and maintained for a 
minimum of 3 years. Considering the hundreds (or in some larger hospitals, 
thousands) of records· daily that would be·generated to meet the requirement, 
the proposed method for rec·oid~eeping .and maintaining records for 3 years is 
unrealistic and wast.eful. 

Thank you for your consideration, 

Kimberly Jones, PharmD 
Clinical Pharmacist at the Community Hospital of the Monterey Peninsula 
Confidentiality Notice: 
This is a transmission from Community Hospital·of the Monte:r;-ey Peninsula. 
This message and any attached documents may. be confidential and contain 
information protected by state and federal medical privacy statutes. They are 
intended only for the use of the addressee. If you are not the intended 
recipient, any disclosure, copying, or distribution of this information is 
strictly prohibited. If you received this transmission in error, please 
accept our apologies and notify the sender. 

Thank you. 

http:prepar.ed


"Naidu, Dharma-RH To <karen_cates@dea.ea.gci\(> 
.<Dharma.Naidu@ehomp.org> 

ee <phiJip@cshp.org> 

09/24/200807:28 AM bee 

Subject FVV: Proposed changes for medication'compounding 

September 16, 2008 

Dear State' Board of Pharmacy and Karen C.ates, . 

I have reviewed the proposed changes to regulations for medication 
compounding, including: 

* Master formula must.be in writing and to include QA required and· 
expiration date requirement for each product compounded. 
* Labeling must include a statement that· the product wq.s compounded 
by the pharmacy; ;Pharmacy reference number or lot number must be provided for 
each dispensed IV. . 
* Chemotherapy labeling must include "Chemotherapy - Dispose of 
Properly"
"* Pharmacy Logs must include date, personnel, ..each ingredient 
(drug, dose, manufacturer and lot #.), equipment used, pharmacy reference.or 
lot number, expiration date, quantity, etc. for·each compounded product. 
* Records of all supplies and ingredients purchased, used or 
destroyed are maintained. 
* All records and logs' ar·e m·a;Lntained for a minim1.J.ffi of 3 years.
* Written p01icies/procedure"S rev{ewed annually and to include 
procurement of ingredients/suppiies, methodology of compounding, personnel 
training, competency, equipment/facilities, cleaning,. ·quality assurance, 
recall pr.ocess, communication of changes, methodology of det.ermining 
expiration dating, etc. 
* Limits supply to MD offices to 72 hour supply of compounded 

medications. 


Steril"e Inj ectable Compounding Changes. (in addition to those 
·above)
* Written policies/procedures on disposal of infectious materials 

and cyt·ot.oxics.

* Labeling ·o.f: each compounded product to include route and rate of 
administration. 
* Quality Assurance to include st~rility testirig of any ba~ch 

. prepared products. 

I have some serious concerns pertaining to 'the proposed changes for me·dication 
compounding regulations, specifically with ·IV medications preparat.ion and the 
urgent needs of some of these medications. I would ask for an exemption of 
logging and pharmacy lot number ..assignment/labeling for those "immediate use" 
products as defined by USP. .These products are needed urgently and there is a 
potential of delay with the additional record keeping requirements with no 
benefit t.o the patient. Any future recall of product would be moot as the IV 
would be already administered as an immediate-use. 

It is unreasonable to think that every STAT alteplase, epinephrine, diltiazem 
or other life7saving medication prepared by a pharmacist during cardiac 
resuscitation,in the emergency' department, in the operating rooms or in other 
critical care areas ·would be delayed a few minptes longer to· assure logging, 
assigD~ent, and labeling of the IV bag with a pharmacy lot number. 

http:reference.or
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In.addition, for all products, whether STAT or· non-urgent, extensive 
re,cordkeeping would· be required for each product prepared and maintain·ed for a 
minimum of 3 years. Considering the hundreds· (or: in some larger hospitals{ 
thousaDds) of records daily that would be generated to meet the requirement { 
the proposed method for recordkeeping an·d ·maintainin·g records for 3 years is 
unrealistic and wasteful. . 

Thank you for your consideration{ 

Dharma Naidu{ Pharm.D 
Pharmacy Sup·ervi·sor 
Community Hospital of the Mon~ereyPenibsula 
P Please consider· the environment be·fore printing this· e-mail 
Confidentiality Notice: 
This is a transmission from Community Hospital of the Monterey Peninsula. 
This message and any attached documents may be confidentlal and contain 
.inrormation protected by state· and federal medical. privacy s tatutes.They are 
intended only for the use of the addressee. .If you are not the intended .. 
recipient{ any disclosure, copying{ .or distribution of this information is. 
strictly prohibited. If YOll received this transmission in error, please 
accept our apologies and notify the sender·. 

Thank you. 
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Catholic Healthcare West 

 +CH~l'

September 26, 2008 . 

Virginia Herold 
Executive Officer 
California Board of Pharmacy 
1625 N. Market Blvd N219 
Sacramento, California 95834 
Virginia Herold(ZD,dca.ca.gov 

Re: Proposed Requirements for Phar.macies that Compound Medication~ 

Dear Ms. Herold: 

On behalf of 34 of our hospitals ill. California, Catholic Healthcare West (CHY\') appreciates the 
opportunity to provide comment on the proposed requirements for phannacies that compound 
medications. As California's largest non-profit hospital system, we are com:i:nitted' to our nllssion of 
providing compassionate, . high quality healthcare to' all. 

While CRW supports the California Board of Pharmacy (Board) for its efforts to strengthen regulations 
for pharmacies that compound medications, we have serious concerns regarding the new labeling arid 
pharmacy record requirements on certain compounded IV medications,particularly for pharmacies in 
acute care facilities dispensing one-time and immediate-use (STAT) medications. 

. . 	 , 
Pharmacies in acute care facilities are charged with the. timely preparation of emergency compounded 
medications for the treatment of conditions that requiTe quick treatment and response, such as heart 
attack, stroke, and other life-threatening situations. These conditions require STAT medications, such as 
alteplase, epinephrine, or diltiazem for treatment. CHW is concerned the added documentation 
requirements will delay preparation and delivery, placing patients at risk for no additional patient 
safety benefit. . 

. 	 , 

CHW sees the value 'of documenting pharmacy reference numbers or lot ~umbers on the label of each 
dispensed N as well as providing additional information in the pharmacy log when such labeling and 
recordkeeping requirements are primarily, mtended to be used in the event of a medication recall. 
However, CRW suggests this :in:formation is not useful when the medication is dispensed on a one-time, 
immediate-use basis. CHW urges the Board to exempt one-time, immediate-use sterile products in 
the final regulation, in~luding the requirement to provide: 

• 	 The manufacturer or supplier and lot number or each component; 
• 	 The equipment used in compounding' the' drug product; 
• 	 The pharmacy assigned reference or lot number for the compounded drug product; 

and, 
• 	 The expiration 'date of the final compounded drug product. 
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There is some president to exempting STAT products from pharmaceutical regulations. In fact, in the 
recently updated United States Pharmacopeial Convention CUSP) Chapter 797, there is a section related 
to Immediate-Use Compounded Sterile Products. In this section, these types of products are considered. 
undc;:r separate requirements because they are used in situations where there is a need for emergency or 
·immediate patient administration of a compounded product. . . 

Finally, CHW is concerned the minimuni 3-year reco~d ret~ntion policy is unrealistic, considering the 
hundreds or thousands of products compounded daily, ·whether STAT or non-urgent. CHW requests 
this tiIp.efJ;ame be reevaluated and take into account common record retention policies. 

. . 

Thank you for your consideration of these comments. Please feel free to contact me at (916) 851-2007. 
or via email at Clru-a_Evans(cD,chw.edu. 

Respectfully,
·11 ./~ ~ 
(.J~.iZ-t Jf-Y7Z;'.. ~~ "J,I ....... ...:f 

--'Clara E. Evans 
Director, Public Policy & Fiscal Advoc·acy 

http:Clru-a_Evans(cD,chw.edu


Board ofPha.nmi.cy S~ptember 27,2008 

Attention: Karen Cates (Proposed compounding regulations) 

1625 MarketBlvd~ N219.· 

Sacramento, Ca 95834 


Dear Board ofPhannacy, 
. . 

. I aID writing as a pharmacist with a 27-year history in the practice ofHospitalPharmacy.. I am 
wri1±o.g to pass along my strong opposition to your proposed compounding regulations, which, ifnot edited 
or clarified would have a significant negative impact on established pharrrlacy practice. . 

The standard of practice in hospital pharmacy for preparing IV' admixtures is one that has been 
refmed and continually updated by the pharmacy profession. Most recentiy, the extensive changes of . 
the USP 797 requirements have further defined and altered the'hospital pharmacy practice ofpreparing IV 
admixtures. The major problem with the proposed regulations by the Board of Pharmacy is the definition 
and distinction of what is considered a compounded item. It is my strong belief, and one I believe is 
shared by anyone in the hospital pharmacy profession, is that IV admixture preparation practice should be 
not bundled in. with compounded prescriptions, such as .topical,oral, or injectab1es compounded from non­
sterile product or intended for sale or distribution to a patient or provider. 

The most significant problem is with regulations 1735.3 and 1751.1 - the proposed recordkeeping 
regulations and they should NOT be passed. If the regulations are passed as proposed, and the intent is to 
apply it to all IV achnixtures prepared in a hospital pharmacy envi,ronment, it would be a recordkeeping . 
nightmare. The majority ofN admixtures prepared in the hospital setting fall Within the low to medium 
risk category as well defined and described by USP 797. Iffor every IV admixture prepared the Board 
would expect to see LOT #, manufactur~r, equipment used, persomiel identity, pharmacist identity, 

. pharmacy lot number, expiration dating, quantity, etc as d'escribed in 1735.3, the treatment ofacutely ill 
patients would be at risk. Eve.n in a small, rural critical access hospital we often mix over 100 IV 
admixtures in a day. In a larger institl,ltion, this number would be 10-20 times higher and the recordkeeping 
requirements, which the regulations imply, would be overwhelming and create an enormous burden on 
pharmacy professionals. Furthermore, I believe this extensive recordkeeping would not significantly 
improve medication or patient. safety. 

I strongly recomniend that you do not 'passthe proposed regulations as they are currently written 
and you evaluate the intent of the regulations for all aspectS of professional pharmac;:y practice. 
Specifically, please consider the recommendations and consultation ofpharmacy professionals within 
hospital pharmacy practice and how the "sterile compound" regulations pertain to the pnictice onv 
admixture· services. . . . 

In addition to the above considerations; please reconsider the language of1751.5, 1751.6 and 
175l.7. It would seem prudent to follow the practice guidelines for USP 797 in the areas such as training,' 
cleaning, garbing; and' quality assurance as these standards have reviewed by a group of nationally 
recognized individuals. 

Thank you for your cons~deration o:(;this letter.. 

Sincerely, 

Lois F. Leister, RPh, M.S., M.B.A. 

Practicing hospital pharmacist; Member of CSHP 

29930 Sherwood Road . 

Fort Bragg, CA 95437 

Emaillfander@mcn.org 


mailto:Emaillfander@mcn.org
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"David F. Elder" To <karen.,.;cates@dca.ca.gov> 
<DElder@skdh.org> 

cc 
09/29/2008 02:40 PM 

bcc' 

Subject Compounding'Regulations 

To The California Board of Pharmacy: 
, , 

I agree with CSHP's concerns below. , We already keep adequate records of compounded items in our 
logs.. Items that must be used immediately in a code or other emergency are also documented 
adequately on the patients profile ....... keeping records for 3 years and generating all the policies required 
below is not necessary, since compounding skills already are defined and this is tedious work that does 
not do anything to protect the patient, rather, all the labeling will adversely affect our'patients. In addition 
to CSHP's concerns, 'I have placed my comments below. I also agree with the concerns of CSHP' in 
addition to m ineI ' 

Thank you for conside~ing my point of view. I do not agree with the Board on this iSSUe. 

David Elder, PharmD 
Director of Pharmacy Services 
Sierra Kings District Hospital 
372 W. CypressAve. ' 
Reedley, CA 93654 ' 
(559) 638-8155 Ext. 334 
(559) 637-7556 (FAX) 
(559) 707-5143 (CELL) 
delder@skdh.org 

All compounding (each'prE;!scription vial/productor N medication) 
• 	 Master formulp must be in writing and to include ,QA required and expiration date requirement for 

each product compounded. ' 
• 	 Labeling must include a statement that the product was compounded by the pharmacy; 

pharmacy reference number or lot number must be provided for each dispensed IV. 
• 	 Chemotherapy labeling must include "Chemotherapy - Dispose of Properly" , 
• 	 Pharmacy Logs must include date, personnel, each ingredient (drug, dose, manufacturer 

and lot #), equipment used, pharmacy reference or lot number, expiration date, quantity, 
etc. for each compounded, product. , 

• 	 Records of all supplies and ingredients purchased, used or destroyed are maintained. 

• 	 All records and logs are maintained for aminimum of 3 
years. 

• 	 Written policies/procedures reviewed annually and to 
include procurement of ingredients/supplies, 
methodology of compoun'ding, personnel training, 
competency, equipment/facilities, cleariing~ quality 
assurance, recall process, 'communication of changes, 

mailto:delder@skdh.org


, , 

methodology of determining, expkatio'n dating, etc. 
, • Limits supply to MD offices to 72 hour supply of compounded medications. 

* 
Steriie Injectable Compounding Chan'ges (in addition to those above) these 

items are already being done or are written in existing' 
, policies and on labels etc. This is just un-necessary 
dupIicati0 n ....... ~ .......... 0 o. o. ~ • 

• Written policies/procedures on disposal of. infectious materials and cytotbxics.»>>>>>* 
• labering of each compounded product to include route and rate of administration ......... * 

e Quality Assurance to include sterility testing of any batch prepared products ..............* 


CSHP has concerns with the above underlined and bolded language as it pertains to IV medications and 

the urgent needs of some of these medications. We have asked for an exem ption of 
logging and pharmacy lot number assignment/labeling for those 
"immediate use" products as defined by USP. These products are 
needed urgently and there is a potential of delay with the additional 
record keeping requirements with no benefit to the patient. Any 
future recall of product would be moot as the IV would be aireaqy, 
administered as an immediate-use. Unfortunately, our concerns were not heard by the 
Board of Pharmacy and the proposed regulations have been posted without change. This means every 
STAT alteplase, epinephrine, diltiazem or other fife-saving medication prepared by a pharmacist during 
cardiac resuscitation, in the emergency department, in the operating rooms or in other critical care areas 
would be delayed a few minutes longer to assure logging, assignment, and labeling'of the IV bag with a 

. pharmacy lot number. 

In addition, for all p~oducts, whether STAT or non-urgent, extensive 
recordkeeping would be required for each product prepared and 
maintained for a minimum of 3 years. Considering the hundreds (or 
in some larger hospitals, thousands) of records daily that would .be 
generated to meet the requirement, the proposed method for 
recordkeepingand maintaining records for 3 years is unrealistic. 

This is just not necessary or practical???? Why would we want these 
fire hazards around so lana, when we alreadv generate enough 
flammable material in our storage areas???? 

David Elder, PharmD . 
Director of Pharmacy Services 

Sierra Kings District Hospit?1 

372 W. Cypress Ave. 




-Reedley, CA 93654 
(559) 638-8155 Ext. 334 
(559) 637-7556 (FAX) 
(559) 707-5143 (CELL) 
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12401 Washington Boulevard 

"Whittier, C.aJifornia 90602-1099 

(562) 698-0811 

Hearing Im'paired TDD (562) 696-9267 


September 30, 2008 

Virginia Herold 
Executive Officer 
California Board 0 fPhannacy 
1625 N. Market Blvd. N219 
Sacramerito, California 958834 

Re: Proposed Requirem'ents for Pharmacies that Compound Medications 

Dear Ms. Herold: 

I have commended and supported the Califotni~ Board 6fPhannacy for their pre~ous and current efforts to 
strengtheri the regulations surrounding pharmacists that compound medications. However, I have concerns 

. regarding sections of the proposed compounding regulations that pertain to new labeling and pharmacy record 
requirements with regard to compounded N medications in acute care hospitals. . 

In the past, there has always been a clear distinction between prescription compounding and manufacturing. 

Trying to apply manUfacturing practices to an acute care setting can seriously jeopardize the hospital 

pharmacist's ability to respond to the acute needs 'of their patients. Clearly, the workflow process to 

manufacturer in bulk versus the compounding of sterile produc::ts for individual patient prescriptions are 

distinctly different in their response tinJ.e and the need for timely administration to the patieI!-t. 


I would highly recommend that the Board accept the recominended changes of the California Society ofHealth­
System Pharmacists or create a working group ofpracticing hospital pharmacists and create a safe and workable 
process that will insure the ability ofth~ hospital phaimacists to be responsive and responsible to safe guarding 
the protection of the patient. Creating regulations that mandate the same practice in an pharmacy practice 
arenas does not serve the specific needs of ~lof our patients. ' 

. ,'. 

If you have any questions, please db not hesitate to contact me at (562) 698-0811, Extension 2804. 

Resp ectfully, 

Alan Y. Endo, Pharm. D. 
Pharmacy Director 
RPh.27276 



MNikuta ..::"mnikuta@aol.com> To karen_cates@dca.ca.gov 

cc 
09/30/200808:03 AM 

bcc 

Subject 	 Proposed Requirements for Pharmacies that Compound 
Medication 

.1 have concerns regarding sections of the proposed compounding regulations that pertain to new 
labeling and pharmacy record requirements with regard to certain compounded IV medications 

. that would inevitably delay treatment to the dire~t of patients. 	 . . 

. 	 . 

It is common practice for a pharmacy in an acute care facility to prepare .emergency compounded 
medications for the treatment of heart attack, stroke, and 'other life-threatening situations. Such 
patients require one-time and immediate-use (STAT) medications,- such as alteplase, 
epinephrine, or diltiazem for treatment. I· am concerned· that the added documentation 

. requirements for both the label and pharm~cy log will delay the preparation and delivery of these 
one-time and inrinediate-use medications; therefor.e, placing the patient at risk without any 
additional benefit to patient safety and care. 

'. . . 

I fail to ·see the advantage in delaying treatment for patients with critical conditions to record the 
pharmacy reference nUmber or·lot number on the label of each dispensed TV and the additional 
infolIDation in the phalIDacy log when such labeling and recordkeeping requirements. are 
primarily intended to be used in the event of a medication recall. Such information would be 
obsolete in situations where patients are in need of one-time and. immediate-use compounded 
products as any future recall of these products would be moot as the IV would be already 
administered to the patient. 

As the proposed regulations stand now, every STAT compoUnded medication with life-saving 
potential prepared by a pharmacist during cardiac resuscitation, in the emergency department, in 
the operating rooms, or in other critical care areas would be delayed a few minutes longer to 
assure logging, assignment, and labeling of the IV bag with a pharmacy lot number. 

Exempting immediate-use and one-time sterile products from some regUlations has been done 
before. The recently updated United States Pharmacopeial Convention (USP) Chapter 797 has a . 
special section related to Immediate-Use Compounded Sterik Products as the immediate-use. 
provision is intended only for those situations where there is a need for emergency oT immediate 
patient administration of a compounded product. 

. 	 . ." . " . . 

As it relates to the preparation of one-time and immediate~use injectable products in acute care 
facilities, I believe that an exemption from additional record keeping. requirements would be best 
to ensure that patients in acute care facilities with one-time and immediate-use needs are treated 
in a safe and appropriate timeframe. 

Sincerely, 



Mary Noud-Ikma, PharmD 

Find phone numbers fast with the New AOL Yellow Pages! . 
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Virginia To "Anne Sodergren" <anne_sodergren@dca.ca.gov> 
Herold/PharmacylDCANotes . 

ce 
09/30/2008 11 :50 AM 

bce 

Subject Fw:.BOP Compounding Reg Statement Letter- 9-15-08 

********************************** 

Sent from Blackberry 
Virginia Herold . 

"Harold Mathis" 
---- Original Message --­

Fr:om: ·"Harold Mathis" ·.[hjmathis@tds.net] . 

Sent: 09/30/2008 ll:47 AM 

To: <Virginia_Herold@dca . ~a . gov> . 

Subject: BOP Compounding Reg Statement Letter - ·9-lS-0B 


September 10, 2008 

Virgirlla Herold 

Executive Officer 

CaliforniaBoard 6fPharmacy 

1625 N. Market BlvdN219 

Sacramento, California 95834 

Virginia_ Herold@dca.ca.gov 

Re: Proposed Requirements for .Pharmacies that Compound Medicati~ns 

The following message accurately outlines a vitaJ. error / misUnderstanding of the emergency 
practice ofphannacy.in the acute hospital. Delays mandated under the proposed legislation 
WILL CAUSE LOSS OF LNES1· . . 

http:phannacy.in
mailto:Herold@dca.ca.gov
mailto:hjmathis@tds.net
mailto:anne_sodergren@dca.ca.gov


Harold Mathis, ConsU:ltant Pharmacist, fonherDirector ~f"Pharmacies - Mercy Hospital, Denver, 
Colorado, Former Chairman of the Committee to Revise'PharmacyRegulations'? Colorado. 

Dear Ms: Herold: 

The California Society of Health-System Pharmacists (CSHP) commends and supports the 
California Board ofPharrnacy (board) for their previous and current efforts to strengthen the 
regulations surrounding pharmacies that compound medications. However, CSHPhas concerns 
regarding sections of the proposed compounding regulations that pertain to new la,beIing and 
pharmacy record requirements with regard to certain compounded N medications that would 
inevitably delay treatment to thedirest ofpatients. 

It is coronion p:t;actice for a ph8nnacy in an acute care facility to prepare emergency c~mpounded 
medicationsfor the treatment of heart attack, stroke, and other life-threatening situations. Such 
patients requjre one~time and immediate-use (STAT) medications; such as alteplase, ' 
epinephrine, or diltiazemfor treatment. CSHP m,embers are coricerned that the added 
documentation requirements for both the label and pharmacy log will delay the preparation and 
delivery of these one-time and immediate-us'e medications; therefore, placing the patient at risk 
without any additional benefit to patient safety and'care. 

CSHP fails to see the advantage in delaying treatment for patients with critical conditions to 
record the pharmacy reference number or lot number on the label of eacp. dispensed N and the 
additional information in the pharmacy log when such labeling and recordkeeping requirements 
are primarily intended to be used in the event of a medication recall. CSHP believes that such. 

, information would be obsolete in situations where patients are in: need of one-time and 
immediate-use compounded products as anyfuture recall of these ' products would be'moot as the 
N would be already administered to the patient. 

'As the proposed regulations st~d now, 'every STATcompoundedmedication with life-saving 
potential prepared by a pharmacist during cardiac resuscitation, in the emergency department, in 
the operating rooms, or in other critical care areas would be ci.eiayed a few minutes longer to 
assure logging, assignment" and labeling of the' N bag vvith a pharmacy lot number. 

Exempting immediate-use and one-time sterile products from some regulations has been done 
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. . 
before. The recently updated United States Pharmacopeial Convention CUSP) Chapter 797 has a 
special section related to Immediate-Use .Compounded Sterile Products as the iri:rrnediate-use 
provision is intended only for those situations where there is a need for emergency or immediate 
patient administratio? of a compounded product. 

As it relates to the preparation of one-time and immediate-use injectab1e products in acute care 
facilities, CSHP requests all propose.d additionalpharmacy record req,uirements be exempted 
from the pharmacy records. CSHP also requests an exemption ofhaving to record the 
pharmacy reference number or lot number on the label for one-time dnd immediate-use IV 
medications. CSHP believes that an exemption from additional record keeping requirements 
would be best to ensure that patients in acute car~ facilities with one-time and immediate-use 
needs are treated in a safe and appropriate timeframe: 

,These exemptions in STAT situations will certainly benefit and prolong patients' lives as they 
receive compounded medications urgently. CSHP hopes the following suggestions will help to 
meet our shared goal of better and safer patient care, and appreciate the board's willingness to 
consider our requests. 

Founded in 1962, CSH;P is a professional' societyrepresenting more than 4,000 pharmacists, 
pharmacy technicians, and associates who serve patients and the public by promoting wellness 
and the best use of medications. CSHP members practice in a variety of organized health care 
settings including, but not limited to hospitals, integrated healthcare systems, clinics, home 
health care and ambulatory settings.· 

If you have any questions, please do not h~sitate to contact me at (916)"447-1 033 or CSHPls 

Legislative Advocate Bryce Dochertyat (916) 440-4343. 


Respectfully, 

[jMA~E] 

Dawn Benton 

Executive Vice President, CEO 
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"Bryan Carlson" To <karen3ates@dca.ca:gov> 
<BCARLSON@ehiidrenseentr 
alcal.org> cc 

10/01/200806:55. PM bee 

Subject, Title 1.6, Board of Pharmacy Comments 

To the California Board ofPharmacy, 

. Conce:rnillg the proposed changes beginning With Section: 1716 Requirements for Pharmacies 
that Compound Medications, Children's Hospital of Central California Pharmacy Department 
would like to make the following comments. In order to accommodate the changes being made 

. to the pharmacy Jaw, we feel thaia phase in period of 12 months be considered. Tbis time 
would allow for the necessary budget and process changes to be ID;ade. Although the Board, of 
Pharmacy feels that these changes will have little fiscal impact on pharmacy practice, we feel 
differently. With all ofthe:regulations that we are currently facing from the DEA, DRS, 
JCABO, USP797, and the Board ofPharmacy, simply reviewing and coordinating them can be a 
costly venture both on time and fInances. 

Secondly, we suggest placing some of the burden back on the manufactUring community. 
Standardization ofbarco ding technology to include lornumbers and expiration dates along With 
the NDCwould facilitate the record keeping process. 

Lastly, we would like clarification on what is meant by!' equipment" in Section 1735.3 
sub~ection (a) (7). Are you asking that every lot number of every syringe and every needle used· 
in the compounding process be documented and stored? Please clarify your intent on this item as 
we feel that tbis would be very difficult to comply with .. 

We, as a Children's Hospital, already have a very complex system to manage. As regulations 
add to the complexity, risk for error increases. Although we agree that pharmacy practice needs 
to be monitored and regulated, please consider the comments of CSHP and others when making 
your decisions. We cannotdelay or negatively impact patient carejust to comply with a 
regulation that was not well thought out. . 

, Thank. you for your time and consideration. 

Pharmacy Department 
. Cbildren's Hospital Central California· 


9300 Valley Cbildren's Place 

Madera, California 93636-8762 

(559) 353-5504 

http:alcal.org
mailto:karen3ates@dca.ca:gov


To: Kareh Cates 
California State Board Of Pharmacy 

From: Margaret Bradshaw,R.Ph. 
PO Box 836 . 
Albion, Ca 95410 
bradshaw@mcn.org . . . 

Re: Comments on Proposed Regulation: Requirement for Pharmacies that Compound 
Medicati ons . 

I would I ike to take the opportunity to comment on the proposed regulations entitled 
Requirements for Pharmacies that Compound Medications. I am a pharmacist practicing in a 
small rural hospital. I have bE/en a pharmacist for 35 years and I have practiced in both large and 
small hospitals and in retail settings. I am drawing on my experience as a pharmacist in these 
practice settings as well as my examination of the requirements of USP 797 to make the following 
comments and suggestions. 

The stated purposes for the proposed regulations are to define certain terms when used in 
referring to compounding, and to establish parameters for general compounding including the 
requirement for a quality assurance program. The regulations as proposed attempt to set forth a 
single set of regulations that cover both general compounding and sterile compounding for use in 
a variety of settings. These products may be selfadministered by a patient, administered by an 
independent practitioner, or administered by personnel in an institution or under the control of an 
institution where the compounding pharmacy is located. Pharmacy practice has become so 
complex that these examples represent only a few of the possible sites where we provide 
pharmaceuticals. I question the feasibility of having one set of regulations to govern both general 
compounding and sterile preparations compounding. It is also not feasible to attempt to cover all 
types of compounding without making specific regulations that would accountfor the specific 
needsthat one would encounter in a given practice site. The attempt to cover all practice sites 
with a single set of regulations, without recognizing the inherent differences in the services 
provided, or the populations served, will result in a set of regulations that is incomplete, 
ambiguous and unduly burdensome. 

The highest priority of the Board of Pharmacy as stated at Section 4001.1, Article 1, Chapter 9 
Div; 2 of t~e Business and Professions Code, is the protection of the public. This can be achieved 
by providing pharmacy practitioners with a clear, unambiguous statement of the regulations. 

In order to comply with the regulations, practitioners must have notice of the requirements. The 
. proposed regulations do not give practitioners notice of the requirements. It is stated in the 
Factual Basis in the Initial Statement of Reasons for the proposed regulations that: "An inspector 
conducting an inspection is frequently asked questions regarding aspects of the inspection as 
well as clarifications and requirements of pharmacy law." Obviously, there is confusion about the 
various proVisions of the existing pharmacy law and regulations. The new regulations do not 
clarify any. of the ambiguities. It is my understanding that the inspectors have the authority to 
inspect facilities, not to interpret the law (See 4008, Business and Professions Code, Art. 1,Ch. 9,' 
Div. 2). A clear statement pf the regulations Would give for proper notice, simplify the self-
assessment process and provide uniformity in the inspection process. . 

It is my understanding that all sterile compounding is subject to the provisions of USP 797. Is it 

the intent of the Board to exempt California pharmacies compounding sterile preparations from 

the proVisions of USP 797 that diffedrom the proposed regulations? If not, would it serve the 


. Board's purpose to adopt the provisiqns of USP ·797 as the rules, which would govern sterile 
compounding in California? Although USP 797 is very detailed, it has been thoroughly vetted by 
sterile compounding experts in the pharmaceutical community. Adoption of USP 797 would serve 
the purpose of protecting the public, and providing a clear unambiguous statement of the law that 
would give practitioners notice of the expectations of the law. It would also provide a reasonable 

1 
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alternative to the proposed regUlations as written. Since pharmacies compounding sterile 

preparations are subject to USP 797, it would not result in an additional financial impact. 

The impact on' patient care must be weighed against business impact. The regulations as 

proposed would have a significant impact on patient care in hospitals: 


The underlying data refenred to in the Initial Statement of Reasons was reported in workgroup' 
meetings, the last of which occurred in January2005.A significant amount of discussion has 
taken place in the pharmaceutical commun,ity. about compounded sterile preparations since that 
last meeting. The current USP 797 regulations are a result of that discussion. ' 
Below, I have detailed specific sections of the proposed regulations that I believe are problematic. 

Compounding Definitions 
Many terms used throughout the body of the regulations have definitions that relate specifically to 
compounding. ' These terms should be defined. For example, the terms designated area, critical 
area and controlled area are all used when referring. to sterile compounding. 

Compounding Limitations and Requirements Sec. 1732.2 
(a) The requirement that the prescriber approve use of a compourided drug either orally or in 
writing. Does this apply to chart orders? It is understood that most parenteral' medications are 
compounded sterite products. 

(h) Determining a beyond use date might also be determined by the nature of the compound. 
Evidence stronger than professional'judgement of the pharmacist should, be required. A 
requirement that the compounding pmvisions of USP 795 should apply could be added. The 
expiration or beyond use dating for compounded sterile preparations depends on both stabiiity 
and sterility concerns. This should be stated. 

(i) The pharmacist performing or supervising compounding, may not be the same pharmacist, 
responsible for delivery of a compounded drug product. These activities may be performed by 
different individuals. 

Records of Compounded Drug Products 1735:3 
(a) Requiring the maintenance of these records for compounded sterile products administered in 

. , t

, 

he hospital inpatient or outpatient setting would be unduly burdensome. These products are used 
if not immediately, then in a very short period of time there after. Except for batch prepared items, 
the detailed records this section would require offer little value. 

(b) Would this require pharmacies compounding sterile products to maintain records of the 
acquisition of all sterile medications that are used to prepare sterile products, including IV . 
solutions, and any medication that might be added to an IV solution? Would a hospital pharmacy 
performing minimal general compounding for an inpatient be required to keep records of items 
that might not have been purchased with the intent to use those items for compounding? 

Labeling of Compounded DruQ Products 1735.4 

This section refers t9 Seq. 4076. Section 4076 (B) states that the paragraph applies to outpatient 

pharmacies only. Does Section 1735.4 refer to outpatient dispensing? Labeling reqUirements for 

sterile compounded preparations for administration in a hospital should have certain exemptions. 


Training of Compounding Staff 1735.7 , 

This section does not provjde any guidelines about what is cOnsidered minimum skills, training or 

competency or competency assessment. As such, the determination of the sufficiency of the 

training or competency assessment would be left entirely to the inspector. 


2 



Article 7 Sterile Injectable Compounding 
As stated before, I believeth?t adoption of USP 797 would provide the regulation of sterile 
compounding in California that the Board'is attempting to achieve.. 
Compouhding Area 
The definition of a compounding aseptic barrier isolator sho"uld be added to Sec. 1751 concerning 
the compounding area.· . , . . 
USP 797 now requires certification of the ISO 5 compounding workstation twice a year in· addition 
to other specified occasfons. The proposed regulations require.an annual certification with no 
requirement for recertification if the equipment is remov$d from service for repair or relocated. 

Sterile Injectable Labeling Requirements 1751.2 . 
(d)ln addition to agents used in chemotherapy, NIOSH and OSHA have designated a group of 
agents as hazardous drugs. These agents are subject to. special handling guidelines. The 
pharmacy regulations do not address hazardous drugs. Not all hazardous agents are used .as 
chemotherapy. They can be used·'for a variety of other conditions. Properhandlirig, labeling, and 
disposal are importantboth for sterile compounding and general compounding. The regulations 
should address this topic. . . . 

Sterile Injectable Policies and Procedures 1751.3 
Most of the requirements of (d) should apply to all sterile injectable compounding, not just to 
sterile compounding from one or more non~sterile ingredients. 

Facility and Equipment Standards for Sterile Injectable Compounding 1751.4 
The proper attire required in (b) should be specified.· 
(d) The weekly cleaning schedule specified conflictswith USP 797 in the pharmaci~s 
compounding only low and medium risk preparations are only required to clean monthly. 
(e)The use of a compounding aseptic isolator for preparing parenteral cytotoxic agents should be 
allowed. 

Sterile Injectable Compounding Attire 1751 ;5 
This section specifies attire for personnel preparing cytotoxic and compounding from non-sterile 
ingredients. This seCtion should be rewritten to cover all sterile compounding except for 
immediate use preparations. . . . 

The .regulations do not adequately address the issue of protecting either compounding personnel 
or the public from unintended exposure to hazard0us agents including chemotherapy. This should 
be included in the new regulations. . 
(5) The gloves used for sterile compounding should be more than gloves made from low 

shedding material. If not sterile gloves,then at least latex or nitrile. gloves should be specified. 

Gloves that are ASTMrated for chemotherapy should be specified for personnel preparing 

cytotoxic agents. 


Training'of Sterile Injectable Compounding Staff 

The requirements listed in (e') (1) A-H shOUld be required of all personnel compoundIng sterile 

preparations. . . 


These regulations ;""i11 have a signIficant impact on the practice of pharmacy, especially in 
hospitals. This could be the opportunity for the Board to clarify some of the confusion with the 
·existing regulations. This is the time to answer the questions and concerns of pharmacy' 
practitioners. The vagueness and ambiguity .of the regulations do not provide proper guidance to 
pharmacy practitioners. . 
I have only addressed some of the issues I find with the· proposed regulations. I would be happy 

to discuss any of these with you. 

Thankyou, 

Margaret C. Bradshaw 
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October 2nd, 20.08 

Karen Cates 
California Board ofPharmacy 
1625 N. Market Blvd N219 
Sacramento, California ~5834 
Karen cates@dca.ca ..gov 

Re: Proposed Requirements for Pharmacies that Compound Medications 

Dear Ms. Cates: . 

As an ED clinical' pharmacist, I have . concerns regarding sections of the proposed 
compounding regulations that pertain to new labeling a:t:J.d pharmacy record requirements 
with regard to certain compounded N medications that woUld inevitably-delay treatment 
to the direct dfpatient care. 

It is common practice for apharmacy in an acute care facility to: prepare emergency 
compounded medications for the. treatInent of heart attack, stroke, and other life~ 
threatening situations. Such patients requireone~time and immediate-use (STAT) 
medications, such as alteplase, epinephrine, or diltiazem for tr~atment. Added 
documentation requirements for both the label and pharmacy log will delay the 
preparation and delivery of these one-time and immediate-use medications; therefore, 
placing the patient at risk without any additional benefit to patient safety and care. 

I do not see the advantage in delaying treatment for patients With critical conditions to. 
record the pharmacy reference number or lot number on the label of each dispensed N 
and the additional information in the pharmacy log when such labeling and recordkeeping 
requirements are primarily intended to be used iri' the event of a medication recall. I 
believe that such information would be obsolete in situations where patients are in need 
of one-time and· immediate-use compounded products. as any future recall of these 
products would be moot as the N would be already administered to the patient. 

As the proposed regulations stand now,every. STAT compourided medication with life­
saving potential prepared by a pharmacist during cardiac resuscitation,in the emergency 
department, in the operating rooms, or in other'critical care areas would be delayed a few 
minutes longer to assure logging, assignment, and labeling of the IV bag with a pharmaey 
lot number. 

Exempting immediate-use and one-time sterile products from some regulations has been 
done before. The recently updated United StatesPharmacopeial Convention CUSP) 
Chapter 797 has a special section related to Immediate-Use Compounded Sterile Products 
as the immediate-use provision is intended only for those situations where there is a need 

mailto:cates@dca.ca
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for emergency or immediate patient administration of a compounded product. 

As it relates to the preparation of one-time .and immediate-use injectable products in 
acute care facilities, I request all proposed additional pharmacy record requirements be 
EXEMPTE.D from the pharmacy records. I also request an exemption of having to 
record the pharmacy reference number or lot number on the label for one-time and' 
immediate-use IV medications. I believe that an exemption fi;om additional record 
keeping requirements would be best to ensure that patients in' acute care' facilities with 
one-time and immediate-use needs are treated in a safe and. appropriate timerrame. 

These exemptions in STAT situations will certainly benefit and prolong patients' ~ives as 
they receive compounded medications urgently. I hope the following suggestions will 
help to meet our shared goal of better and safer patient care, and appreciate the board's 
willingness to consider our requests. . . 

If you have any questions, please do not hesitate to contact me at(650) 724~2467. 

Respectfully, 


Carolyn Nguyen, Pharm. D. 

ED Clinical Pharmacist, Stanford an,d Clinics Hospital, Stanford, CA 

Phone: 650-724-2467 . 

Fax: 650-725-5028 




City and County of San Francisco Pharmacy Servkes 
Department of Public Health· 1380 Howard Street,·. Rm 130 
COMMUNITY BEHAVIORAL HEALTH SERVICES San Francisco,CA 94103 . . 

. Phone: (415) 255-3659 
FAX: (415) 252-3036 

Mayor Gavin Newsom 

October 3, 2008 

California State Board of Pharmacy 

Attn: Karen Cates 

1625 N. Market Blvd, N219 . 

Sacramento, CA 95834 


RE: Proposed New Compounding Regula~ions 

Dear Ms.. Karen Cates: . 

As a licensed working California pharmacist, with over 28 -years experience in IV 
medication compoundirig, I've implemented compliance to USP <797> in multiple 

.pharmacy practice sit~s for performance improvement and as a quality management 
function. 

The pro'posed regulations require a "pharmacy reference number or lot number with 
each dispensed IV". I have strong concerns with this new requirement. 
I understand the underlying reason for this new requirement is for the pharmacy to be 

. able to trace back each unit of IV medication to its specific compounding information. 
I recommend the regulations state that a pharmacy will be able to trace-back the 
pedigree (the compounding information) for an IV admixed product rather than 
prescriptively specifying the method of the trace-back. 
For many pharmacies, information currently on the label would allow for this trace­
back. The information includes prescription numbers/patient mime, date and time of 
admixing. Adding the pharmacy reference nuinber or lot number would be redundant 
information for identifying the pedigree ofa compounded product. . 
Adding this new r~quirement would require significant amounts of extra work and 
time. Our pharmacy labor and expense resources are limited ·and should be used for 
what is best to ensure quality of services to our .patients, not be put redundant extra 
information on the labels of our dispensed products. . 
From medication safety standpoint, information on the label should be limited to only 
what is required for safe dispensing and administering the medication. Adding the lot 
number or pharmacy reference numbers adds more information ~o an already busy IV 
label, increasing the risk of .confusion by patients or nurses in administering the 
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medication. An o~erIoad of information on the medicatioh"iabel'disc~urages patie~ts 
and nurses to verify critical basic information such as patient name, medication name 
expiration dating and proper storage information. ' 

The proposed regu1ati~ns 1735.2(a) would require prescribers to specify "the 
prescriber has approved use of a compounded drug product either orally br in 
writing". Will this be required for all prescriptions to becompounded·including the 
hospital setting? Would it include prescriptions which'can only be dispensed 
compounded such as an individualized TPN? My understandmg of this proposed 
regulation is that presc:dbers are required'to specify compounding on,the prescription, 

, and if not specified, the pharmacist would be required to call to obtain a verbal order. 
Based on my experience~ it would be near impossible for prescribers to be aware and 
then remember the need to add the compounding specifics to the prescription. I am 
concerned that this requirement does not addto patient safety but rather would 
require additional pharmacist time and resources, and cause delays in filling the 

prescription. I urge the Board to remove this proposed requirement. 


Please feel free to contact me for further discussion. 

Sincerely, 

Gloria Lee Wilder, Pharm.D ' 

CBHS Pharmacy Director 

San Francisco Department of Public Health 

1380 Howard Street, #130, San Francisco, CA 94103 

Gloria.wilder@sfdph.org 

415-255-3703 


mailto:Gloria.wilder@sfdph.org


Maria D. Serpa, Pharm.D. 
6744 Paseo Del Sol 
Elk Grove, California 95758 
seroam@sutterhealth.org 

October 3, 2008 

Board of Pharmacy 
Attn: Karen Cates (Proposed Compol,mding Regulation) 
1625 N. Market Blvd. N219 . 
Sacramento, CA 95834 
karen cates@dca.ca.gov 

Re: Proposed Regulations· Article 4.5 General Compounding 

Dear Ms Cates: . 
I am very concerned with the sweeping changes proposed t6 the compounding and 
documentation of sterile injectable products. As I understand it, the California Board of 
Phar·macy was originally tasked to strength~ning compounding practice and safety for 
"traditional" compounding. This area of pharmacy practice lacks specific regulation to 
adequately protect patients. My concern is that now sterile.injectable compounding is 
lumped together with the "traditional" form of cc:irnpounding and this added a layer of 
regulation is not necessary at this time. Current regulations reg.arding sterile injectable 
compounding are very specific and detailed from both the United States Pharmacopeia 
(USP) Convention guidelines at the federal level and current state BOP regulations. 

I suggest sterile injectable and non-sterile compounding be maintained in separate 

regulations. Current California regulations, Article 7 Section 1751 (Sterjle Injectable 


, Compounding) and Business & Professions Code Section 4127 (Injectable Sterile Drug 
Products) cover the issues related to sterile injectable compounding. These current 
regulations contain the required elements (e.g., facility and equipment standards, 
policies and procedures, labeling and record keeping requirements,training and quality 
assurance processes) to assure patient safety. In additi'on, the Board requires addition,al 
licensure or accreditation of pharmacies to perform the functions of sterile injectable 
compounding. Changes or additional regulations to these sections are NOT needed. 

The requirements for the safe Rreparation of sterile injectable and "traditional" nonw 


sterile· products are distinctly different. The United States Pharmacopeia (USP) 

, regulates thes'e processes separately in 2 distinct chapters, USP 797 deals with 

Pharmaceutical Compounding - Sterile Preparations and USP 795 deals with, 
Pharmaceutical Compounding - Nonsterile Preparations. 

I am additionally concerned patient care may be jeopardized by the ,additional 
documentation requirements suggested for sterile injectable compounding if lumped 
together with "traditional" non:-sterile·compounding. It is common practice for a 
pharmacy in an acute care facility to prepare emergency medications for the treatment of 
heart attack, stroke and other life-threatening situations. Currently these STA T. one­
time. immediate- use medications are prepared in the pharmaci and labeled With " 
adequate information to assure patient safety a·nd recall should a medication be recalled 
in the next few hours during administration. Additional record keeping or gen'eration of a 
pharmacy specific lot number for each injectable product compounded does not serve 
the pati'ent. It only delays 8T AT medication preparation and delivery and places an 

Page 1 of 2. 
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additional-burden on the pharmacy. If changes are planned for sterile injectable· 
compounding, E?xempting immediate-use sterile products from some of the· 
documentation requirements is prudent to assure patient"safety. This has been done 
before. The recently updated USP Chapter 7·97 has aspecial section related to 
Immediate-Use Compound~d Sterile Products. . 

Thank you for considering these issues. I ask that the Board address the patient safety 
needs of lttraditionar' non-sterile compounding and move forward on those 

. regulations. This is urgently needed. There is no need to change the current status and 
regulations for sterile injectable compounding. 

Respectfully, 

Maria· D. Serpa, PharmD 

Page 2of2 
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October 3,2008 

. Virginia Herold 
ExecuTIve Officer· 
California Board ofPharmacy . 
1625 N. Market Blvd N219 
Sacramento, California 95834 

SUBJECT: PROPOSED REQUIREMENTS FOR PHARMACIES tHAT 

COMPOUND MEDICATIONS· . . 


Dear Ms. Herold: 

Tbis letter is to support the California Society ofHealth-System Pharmacists position 

regarding labeling and'record keeping exemptions for one-time and immediate-use 

medications. . , 


I believe that the USP Chapter 797 section on Immediate Use Compounded Sterile 
Products allows exemptions for emergency or immediate use of a compounded product-· 
in particu1~ in ~ acute care setting. . 

As a long time hospital pharmacist, I urge the Board ofPharmacy to grant tbis 
exemption, which will be in thebe~t interest ofpatient safety and quality of care, 

Sincerely, 

Larry W, Schallock 
POBox 428 
San Luis Rey, CA 92068 

RPh25825 



. ':/ .. -~'~'}1~lrr5P~t,; ;~; ;R~f~\1 ~~, . 
Board ofPha.n:r.tacy .. . "September 27,2008 

. Attention: Karen Cates (Proposed compounding regula~R orr _.,..,. p~ l~: '2.·.~ 
1625 Market Blvd .. N219 .... - ....n .) n '-j W 

Sacramento, Ca 95834 

Dear Board ofPhaimacy, 

I am writing as a pharmacist with a 27-year history in the practice ofHospital Pharmacy_ I am 
writing to pass along my strong opposition to your proposed compounding regulations, which, ifnot edited 
or clarified would have a significant negative impact on established pharmacy practice. 

The standard of practice in hospital pharmacy for preparing IV admixtures is one that has been 
. refined and continually updated by the pharmacy profession. Most recently, the extensive changes of . 
the USP797 requirements have further defined anc! altered the hospital pharmacy practice of preparing IV 
admixtures. The major problem with the proposed regulations by the Board of Pharmacy is the defrriition 
and distinction ofwhat is considered a compounded item. It is my strong belief, and one I believe is 
shared by anyone in the hospital pharmacy profession, that IV admixture preparation practice should be not 
bundled in with compounded prescriptions (topical, oral, injectables compounded from non-sterile product 
or intended for sale or distribution to'a patient or provider).. 

The most significant problem is with regulations 1735.3 and 1751.1 - the proposed recordkeeping 
regulations and they should NOTbe passed. If the regulations are passed as proposed, and the intent is to 
apply it to all IV admixtures prepared in a hospital pharmacy envirOninent, it would be a recordkeeping 
nightmare. The majority oiN admixtures prepared in the hospital setting fall within the low to medium 
risk category as well defmed and described byUSP 797. lffor every IV admil-..'ture prepared the Board 
would expect to see LOT #, manufacturer, equipment used, personnel Identity, pharmacist identity, 
pharmacy lot number, expiration dating, quantity, etc as described in 1735:3, the treatment of acutely ill. 
patients would l?e at risk. Even in a small, rural critical access' hospital we often mix over 100 IV 
admixtures in a day. In a larger institution, this number would be 10-20 times higher and the recordkeeping 
requirements, which the regulations imply, would be overwhelming and create an enormous burden on 
pharmacy professionals. Furtherrriore, I believe this. extensive recordkeeping would not significantly 
improve medication or patient safety. 

I strongly recommend that you do not pass the proposed regulations as they are currently written 
and you evaluate the intent of the regulations for all aspects of professional pharmacy practice. 
Specifically, please consider the teco:rnmendations and consultation ofpharmacy professionals within 
hospital pharmacy practice and how the "sterile compound" regulations pertain to the practice ofIV 
admiA.1:ure services. . 

In addition to the above considerations, please reconsider the language of 1751.5, J751.6 and 
1751.7. It would seem prudent to follow the practice guidelines for USP 797 in the areas such as training, 
cleaning, garbing, arid quality assurance as these standards have been reviewed by a group ofnationally 
recognized individuals. 

Thank you for your consideration of this letter. 

·Sin'~/~d~
'LO{~ RPh,~_S~;M.B.A. . 
Practicing hospital pharmClcist, Member of CSHP 

29930 Sherwood Road 

Fort Bragg, CA 95437 

Emaillfander(aimcn.org 
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HAzama-Kihara, Karen -·MSJn 
. To <k~ren_cates@dca.ca~gov> 


<Karen.Azama-Kihara@chw. 

edu> 
 cc 
10/05/2008 09:22 PM bce 

Subject Against Proposed IV ~ompou;'ding Regulations . 

Dear Ms. Cates, 
I am writing to let you know I am against the new proposed regulation to require 

pharmacists to record in a iog each IV compounded. I feel there must be exemptions in life 
threatemng and emergent situations. To require a delay in services to- log a medication prepared 
during a cardiac arrest or other emergent situation could bedet;rimental to the' patient. As a 
former leu pharmacist who attended many code blues, this would have 'cr~ated unncessary 
stress, and would not have provided any added safety benefit to the dying patient. 

I am requesting that all proposed additional pharmacy record keeping requirements 
for the preparation of one-time and immediate use IV products in the acute care hospital 
be exempted . 

. I am also requesting an exemption from having to record the pharmacy reference 
number or lot number on the label for one-time and immediate-use IV medications. 
. . 

Thank you for taking my concerns for our profession and our patients,' safety into consideration .. 

Karen Azama-Kihara, Pharm. D. 
Pharmacy Supervisor . 
Mercy San Juan Medical Center 

mailto:Karen.Azama-Kihara@chw
mailto:k~ren_cates@dca.ca~gov


"Chan. Gary - MSJ" To . <karen_cates@dca.ca:gov> 
<gary.chan001 @chw.edu> . 

ce 
10/06/2008 12:33 AM 

bce 

Subject· Proposed IV Compounding Regulations . 

October 6, 2008 

Karen Cates 
California Board ofPhaTInacy 
1625 N.Market Blvd. N219 
Sacramento, CA 95834 
karen_cates@dca.ca.gov 

Re: Proposed Requirements for Pharmacies that Compound Medications 

Dear Ms. Cates, 

I am writing to let you know that I am strongly opposed to the new proposed regulation to require 
pharmacists to record in a log each N compounded. Being a clinical pharmacist working in the 
different units of a hospital, I am required to attend codes, rapid responses, and cardiac alerts.. I 
do not see it benefit in the new regulation proposed. In fact, I see plenty ofharm to the patient if . 
this regulation were actually put in place. There are plenty of instances when these patients 
require "immediate" and "one time'; STAT medications. The new proposed regulation would 
only hinder our ability to provide quick and safe care for these critical patients at their bedside. 
This would only create unnecessary stress, and would not provide any added safety benefit to the 

-dying patient. 

I amrequesting.that all proposed additional pharmacy record keeping requirements for 
the preparation of one-time and immediate use N products in the acute care hospital be 
exempted. I am also requesting an exemption from having to record the pharmacy 
reference number or lot number on the label for one-time and immediate-use IV 
medications. 

Thank for your time and consideration. 

Gary W. Chan . 
Clinical PharmaCist 
Mercy San Juan Medical Center 

mailto:cates@dca.ca.gov
mailto:karen_cates@dca.ca:gov
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Sutter Lakeside Hospital 

To: California, Board of Pharmacy . 
Attention: Karen Cates (Proposed Compounding Regulation) 
1625 N, Market Blvd. N219 
SaGramento, CA 95834 
Fax: (918) .574-8618 

1 would like .to register my professional opinion regarding this proposed change. 1am a 1972 
graduate of U.C. San Francisco, also completing a clinical residency from U.S.C. School of 

 
 
 
 
 
 
 

 
 
 
 
 

 
 
 

Pharmacy in 1973, I have been a faculty member of the UniversITy .of Michigan, U,S.C. and 
Western University Schools of Pharmacy;. I have published articles· pertaining to antibiotic 
therapy, pharmacokinetics, and pharmacy practice, For the last 30 years, my practice has been 
in acute care hospltals, prlmartly as a manager & clinical pharmacy practice promoter. During 
that time I have been either director or aSSistant dire9tor of 13 acute care facilities ranging from 
25 beds to 530 beds, . 

I have seen many positIve changes in our practice, witnessed the gro"Nth of our profession from a
dispenser of medications to a true member of the health care team; I have al$o seen the barrage
of regulations th<;lt have obvious good intentions come from varius reguratory agencies including
the Board of Pharmacy, but do not seem to "connect" in practice, Often the issues are related to
inability to declpher the $pecific intent of the regulations - usually because they are written in
legal language, and not in the language of the public nor healthcare, This confusion is reflected
by vanous "interpretations" by individual inspectors of the same riO!gulation. This regulation
change is clear! .. 

Wlth respect to the proposed changes, 111Y primary focus is on the requirement for one-time or
admInistered immediately "compounded". preparations. I ask the question, ''What is the
purpose?" In the event of a recall,even that very day, the medication has been administered &
can not be returned to the Pharmacy! To· require additional labeling & maintenance of a log
seems to be illogical and serves absolutely no useful purpose for the public with respect to safety,
nor to the Board of Pharmacy, 

I am. aware that various official organizations, including CSHP and others, have made Similar
requests. As a praotioing pharmacist, I ask that you strongly reconsider this aspect orthe
proposed regwlatory change .and grant an exemption· for medications "compounded" for

. immediate or ~mergency use. . 

Thank you for your consideration, 
Bincerely, 

~,~~D-. 
Ben J Devine, PhaTinD (RPh 27902) 
Director of Pharmacy 
Sutter Lakeside Hospital 
5176 Hill Road East 
Lakeport, CA 95453 



American Society of 
Health-System Pharmacists ® 

7272 Wisconsin Avenue 
Bethesda, Maryland 20814 

. 301-657-3000 
Fax: 301-664-8892 

www.ashp.org 

October 6, 2008 

Ms. Virginia Herold 
Executive Officer 
California Board bfPharmacy 
1625 N. Market Blvd., N2~9 
Sacramento, CA 95834 

RE: Proposed Regulatory Changes Regarding Compounding 

Dear Ms. Herold: 

The American Society ofHealth~System Pharmacists (ASHP) is pleased to submit.the· 
following comments regarding the proposed regulatory changes in Artic1eA.5, 
Compounding, of the California Code ofRegulations. For more than 60 years, ASHP has 
helped pharmacists who practice in hospitals and health systems improve medication use 
and enhance patient safety.·The Society's 35,000 members include pharmacists and 
pharmacy technici3nswho pra~tice iIi inpatient1 outpatient,home-care, and long-tenn­
care settings, as well as pharmacy students. 

Compounding medications is asigniflcant facet of the practice ofpharmacy and we 
applaud the Board of Pharmacy's desire to ensure that patient safety is protected. ASHP 
also recognizes the importance of developing regulatory language that provides necessary 
parameters while avoiding potentially significant barriers to providing patient care. As 
such, having reviewed the proposed regulatory changes, ASHP does have some concerns 
regarding the labeling and. documentation modifications within the proposed regulations. 

The proposed regulatory change to labeling is of concern td ASHP. In the United State 
'Pharmacopeial's revised USP <797>, Guidebook to Pharmac~utical Compounding­
Sterile Preparations, it states that "unless immediately and completely administered ... the 
[compounded sterile preparation (CSP)Jshall bear a labellisting patient identification 
infonnation, the names and amounts of all ingredients, the name or initials of the person 
who prepared the CSP, and the exact 1""hour beyond-use date (BUD) and time.,,1· Tbis 
revision allows for less stringent labeling, ,as long as the compounded product meets all 
of the stated criteria .. 

Current ASHP practice guidelines recognize that states have the right to require specific 

labeling. Enclosed is a copy ofllie guideline'S labelingrequirements for sterile, 


1 USP <797> Pharmaceutical Compou~di72g - Stelile P]'(ip~ration'S. Revised 2008. Pg. 13. 

http:www.ashp.org
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preparations. These labeling requirements are more detailed that the current USP 
revision; however, these guidelines specifically exClude the compounding of sterile 
preparations for emergency: treatinents from its scope, a vital distinction that we believe is 
necessary: 

"These ASHP guidelines do not apply to the manufacture of sterile 
pharmaceuticals as defined in state and federal laws and re~lations, nor do they 
apply to the preparation of medications by pharmacists, nurses, 'or physicIans iIi 

... emergency situations for immediateadrrifnistration to patients (e.g., ' ' 
cardiopulmonary resuscitation) ... It is recognized that, in certain emergency 
situations,a phatmacist may be requested to corripound products under conditions 
that do not meyt these guidelines. In such situations, it is incumbent upon the 
pharmacist to employ professional judgment in weighing the potential patient 
risks and benefits associated with the compounding procedure in question.,,2 

, , 

ASHP believes that the compounding ofsterile preparations ill emergency situations 
should be governed by the professional judgment ofpharmacists and the ,policies of the 

: institutions they practice in" as those situations' demand that health care professionals 
have the utmost flexibility to decide what is best for ~he patient. We would, therefore, 
strongly encourage the Board to reconsider the current proposed language. While 
labelmg requirements during normal events are beneficial to both the 'pharmacy and the 
patient; such strict requirements during emergency situation.s could negatively impact 
patient care and introduce 'delays in medication delivery. As curreJ;1tly proposed, the 
labeling requirement could in fact create the opposite effect than intended - delays in ' 
patient care that places patient health and safety injeopardy: ' 

In terms of the proposed changes to . documentation, there may'be some confusion as to 
whether the documentation requirement applies to every produCt that is prepared, 
including those for an individual patient, or if the new requirement will apply solely to 
those products that are prepared in batch for a yet-to-be dete:rri:J.ined patient. As 
pharmacies typically do notrecord such detailed information for pati~nt-specific items, 
such a proposed regulation could create an extraordinary burden for pharmacies. Further, 
not only could this new requirement exist for emergency drugs, it could impact all 
products prepared for routine care. This added documentation requirement has the 
potential to delay the preparation and· cielivery of one-time and im.nlediate-use 
medications. We would urge the Board to consider the potential implications of. such a 
regulatory change. ' 

We appreciate the opportunity to provide these comments and would be happy to work' 
with you as you continue to develop appropriate guidelines and requirements that affect' 

? ' '. , 

- American Society ofHealth-System Phaimacists. ASHP Guidelines on Quality Assurance for Pharmacy-
Prepared Sterile Products. Am J Health-Syst Pharrn.' 2000; 57: 1150-69. pg. 54. (available at: ' 
htt,p:!l'Nw\v.ashp.org!DocLibrarvlBestPractices/OualitvAssuiance.aspx) 
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the pharmacy profession. If you have any questions or comments, please do not hesitate 
tocontact me at 301-664-8687 or gtrujillo@ashp.org . 

. Sincerely, 

/t~
Geralyn Trujillo, MPP 

Director, State Government Affairs 


cc: Philip Swanger, California Society ofHealth-System Pharmacists· 


Enclosure 
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ASHP Guidelines Oil Quality Assurance for Pharmacy-Prepared Sterile Products, 

RL,1.9: Labeling. 
Sterile products should be labeled with at least the following information: 

1. For patient-specific products: the patient" name and any other appropriate patient 
identification (e.g., location, identification number); for batch-prepared products: control 
or lot number, 
2. All solution and ingredient names, amounts, strengths, and concentrations (when 
applicable), 
3. Expiration date and time, wJ;1en applicable; 
4. Prescribed administration regimen, when appropriate (including rate and route of 
administra
5. Appropriate auxiliary labeling (including precautions), 
6. Storage requirements, 
7. Identification (e.g., initials) of the responsible pharmacist (and technician), 
8. Device-specific instructions (when appropriate), and 
9. Any additional information, in accordarice with state or federal requirements; for 
example, a prescription number for products dispensed to ambulatory care, long-term­
care, and home care patients

The label should be legible and affixed to the final container in a mannerenabling it to be 
read while the sterile product is being administered (when possible). Written policies and 
procedures should address proper placement oflabels on containers. 

.' .... ' 
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. PETN ET Solutions 


VIA EMAIL 

California Board of Pharmacy 
Attention: Karen Cates and Virginia Herold (Proposed Compounding Regulation) 
1625 N. Market Blvd., N219 
Sacramento, CA 95834 . 
virginia herold@dca.ca.gov 
karen cates@dca.ta.gov 

October 6, 2008 

RE:Title 16, Division 17 Proposed Changes 

PETNET Solutio.ns, Inc., a Siemens Company (DBA PETNET Pharmaceutical), operates 
specialty compounding nuclear pharmacies preparing solely radiopharmaceuticals for 
use in Positron Emission Tomography (PET) nuclear medicine diagnostic imaging 
studies. PETNET operates forty-five PET Nuclear Pharmacies in the US, with four· 
locations in the state of California operating under both retail and sterile compounding 
pharmacy licenses. 

The State of California does not provide unique regulations or significant special 
requirements for the operation and licensure of Nuclear pharmacies (Radiopharmacies) 
in its statutes .. Recently, the USP, in their revised Chapter <797>, Pharmaceutical . 
Compounding, Sterile Preparations, recognized the significant differences in the nature 
of the products compounded for use in nuclE;lar medicine and the nature by which such 
products are compounded. USP Chapter <797> further differentiates the relevant 
differences in radiopharmaceuticals used in PET from traditional radiopharmaceuticals 
by deferring most of the requirements in USP <797> to USP Chapter <823>, 
Radiopharmaceutica!s fo(Positron Emission Tomography-Compounding: . . . 

The Food and Drug Administration Modernization Act of 1997 (public Law 105-115; 
FDAMA '97), Section 121, sets the legal requirements for the compounding of PET 
radiopharmaceuticals in the US. Producers of PET radiopharmaceuticals are legally 
bound by this law, and FDA currently inspects PET Nuclear pharmacies for compliance 
to this law regardless· of whether the PET compounding facility if registered as a drug 
establishment with FDA or not. Ultimately, as stipulated .under FDAMA '97, FDA is 
required to regUlate the compounding (production) of such drugs under a .specific PET 
GMP regulation once the regulation is formally adapted into the Code of Federal 
Regulations in the future. Two years after FDA codifies the PET cGMP regulations in 
the CFR, FDA will require PET drug producers to register their drug establishments with 
FDA and to submit Human Drug Applications to the FDA. . 

Some unique differences between conventional drugs, conventional 
radiopharmaceuticals, and PET radiopharmaceuticals are: 

• They cannot be purchased from a traditional commercial sour~e. 
• Noradlonuclide generators are employed 

PETNET SOLUTIONS, lnc. 810 Innovation Drive Tel:· (800) 738-0488 

A Siemens Company Knoxville, TN 37932 Fax: (865) 218-3563 


http:Solutio.ns
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It No pre-manufactured radiopharmaceutical. kits are ..empIOyed. 
e The physical hcilf-life of the radionuclides uSed in PET 

radiopharmaceuticals ranges from 2 minutes to11 0 minutes. 
• 	. The radioactive emissions are of very high energy compared with 

traditional radiopharmaceuticals thus· requiring much more rigorous 
radiation shielding and remote physical handling. 

• 	 The radio-labeling of the ligand takes place in situ via an automated 
chemical synthesis unit utilizing a radionuclide extracted from a cyclotron 
target after the bombardment of a stable starting isotope. The synthesis 
module cannot be placed in an aseptic environment. 

• 	 Some non-sterile reagents and precursors are used. 
• 	 The finial products are aseptically processed and sterilized by filtration 

into a sterile product vial. 
• 	 The quality control testing of each batch produced prior to release for 

patient ilse is extensive.. 
G The delivery of the finished.radiopharmaceutical is highly time-critical 

~ecq.use of the very short physical half-life of the isotopes employed. 
It Th.e expiration date is no greater than 12 hours after compounding 
• 	 Sterility testing is started when conipounded, but the product must be· 

llsed prior to the completion of the sterility test. 

PETNET urges the Califomia Board of Pharmacy to carefully consider the potential 

impact of their proposed revised regulations on Nuclear Pharmacies and PET Nuclear 

Pharmacies in light of the special nature of these drugs. PETNET further encourages 


. the Board to avoid regulations that conflict with the requirements of those ·currently in 
place in the current revision of the USP Chapters <797> and <823> as applied to 
radiopharmaceuticals in general, arid specifically to compounded PET 
radiopharmaceutical products. 

PETNET suggests that it may be prudent for the Board to exempt the application of any 
revised sterile compounding regulations to PET drug compounding and stipulate the 
requirement to comply with the relevant·USP chapters until such time the Board 
proposes and adopts its own regulations. pertinent and applicable to radiopharmaceutical 
and PET radiopharmaceutical compounding 

PETNET anticipates having a representative attend the October public hearings on this 
topic to offer expert input into the Boards rule making activities. 

Sincerely, 

,. 

. 

Kenneth Breslow, MS, R.Ph., FAPhA 

CC: 
Michael Nazerias 
Dwayne Mar 
Josh Nutting . 
Jerry Kuhs 



October 6, 2008· . 

Board of Pharmacy 

Attn: Karen Cates 

1625 N. Market Blvd. N219 

Sacramento, CA 95834 

Fax: (916) 574-8618 

karen cates@,dca.ca.gov· 


Re: Proposed Compounding Regulation 

I am writing in regards to the proposed compounding regulations (starting with Section 17.16), 

specifically the record keeping and labeling requirements. 


I am very concerned that these requirements in acute care ·hospitals with large number of 
compounded IV medications would be very burdensome. The maJority of these compounded IV 
~edications are used within 24 hours, sometimes.immediately, after being compounded. 

In the acute care setting these compounded IV medications are used·by very few patients, 
sometimes a single patient and for a very limited amount of time. Thus the typical batch 
compounding issues encountered in an chronic care setting (e.g., Home health or ambulatory 
care) do not apply. . 

I would respectfully request tha~ the Board consider an exemption from the record keeping anc;l 
labeling requirements in acute care facilities for IV compounded IV medications for immediate 

.' '. 

use . 

. Sincerely, 

Robert Batman, Pharm.b. 

http:cates@,dca.ca.gov


Dear State Board ofPhaTI:p.acy,· . 

This letter is being written on behalf of the 3Td Year Community Pharmacy Management 
. Elective at the University of Southern California Scho01 of Pharmacy. As a class project, 
out students were instructed to conduct a survey of cOrnnlUllity pharmaCies to ascertain 
whether or not the proposed compounding regUlation changes would affect cOrDmunity . 
pharmacies. In contacting 12 random community pharmacies we were surprised that 
only 2 of the pharmacies were aware of the proposed regulation changes and the balance 
ofphannacies were unaware of the proposals. The conclusions that our class arrived at 
from our interView with these pharmacists are the follo:wmg: 

1) 	 The regulation seems to hinder access in some unique situations. Parti·cU1arly, 

community pharmacies that prepare compounded medications on a limited basis 

may completely halt their compounding activities due to the cost factors ofhaving . 

to meet the regulatory standards (end product testing, possible purchase Of 

soware, etc.). In our opinion, this may limit· some pharmacies from changing 

dosing .forms on a patient need basis. It will also make access to this service more 

limited for the general population. Furthermore, pharmacies that may stop 

preparing compounded medications have long standing relationships with certain 

patients that have been receiving their compounded prescriptions from the same 


. phaimacy that prepares their non-compounded prescriptions ..These regulations 

may cause these patients to switch pharmacies, and result iJ;lloss of revenue for 

the ph8nnacy and the loss of a long standing relationship between a pharmaCist 

and apatient. 


2) 	The regulations.refer to end-product testing and quality assurance without clearly 

defining it. Pharmacists that were spoken to seemed to all agree that the proposed 

regulations·do not clearly define issues regarding end-product testing, such as 

freq~ency of end-product testing, requirements for·record keeping,· and which 

products need to be tested. 


. 	 . 

3) 	 The regulation did not make any distinction between the complexity of 
compounding and the amount of regulation needed. For example mixing two 
different products to create a cream or changing a· tablet to a liquid dosing fohn 
for short term administration should not require as much oversight as complex 
compounding formula. We feel that this area need~to be further· explored. .' 

In conclusion we all agreed that regulations were tieeded in this area, but there needed to 
. be some criteria for the amount of regulation needed vs. the difficulty ofpreparing a 
particular compounded medication. We want to thank you for the opportunity to present 
our opinion and those of commuriity pharmacists in the Southern CalifotTIia community 
we interviewed. . 

Raffi Svadjian Pharm.D, MBA l1ichael J. Rudolph Pharm.D 

Co-course Coordinator . Co-course Coordinator 
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Proposed Conce:m. Recommended Change Priority 
Language Wording in plain lext represent proposed BOP language
Cilation"# & 
PagciJ Wording in italics is proposed langurige by KP. 

Text marked by efBS!HHifs designate proposed deletions . 

1735.2(c)(1) The proposed language appears to limit .is sufficient for administration or application to patients in the high 
Page 3 of16 compounding for a physicians office to a 72 

hour supply. For prodocts administered :in the' 
office this is an unreasonably short time. 
According.to USP <797>, risk level] CSPs and 
risk level 2 CSPs may be assigned a beyond use 
date of up to 14 days and nine (9) days, 
respectively, wheal stored under refrigeration.. 
This would be a more reasonable length of 
time. 

prescriber's office, or for dispensing of not more 1han a 72 
hour supply to the prescriber's patients, as estimated by the 
prescriber; and ... 

1735.2{d) The scope of the proposed language appears to (d) For compounded drug products that are being prepared high 
Page 3 of16 include most compounded sterile preparations for use in multiple patients, these products shalJ not be 

1735.3{a) 
Page 4 of 16 

(CSPs) in inpatient pharmacies. Inpatient 
phannacies typically prepare CSPs 10 meet the 
acute needs of patients. Requiring a master 
formula for small quantities of patient-specific 

compounded until tbe pba.rmacy has first prepared a written 
master familia record that includes at least the fo 11owing 
elements: 

CSPs would cause significant delays in "therapy. 
In addition, inpatient pharmacies already have 
policies and procedures which require the 
amounts of additives to be calculated and 
displayed for a pharmacist check. This proposed 
language would be appropriate only when 
batches of compounded products are prepared 
which are intended for use in multiple patients. 

1735.2. tf) While this language is appropriate in the case of The pharmacist performing or supervising compounding is high 
Page 4 of 16 a pharmacist who is compounding a sterile responsible for the integrity, potency, quality, and labeled 

preparation (CSP) for direct dispensing to a 
patient or their agent. it is not appropriate if a 
pharmacist compounds a CSP that is transferred 

strength of a compounded product until it is dispensed to the 
patiellL (or their agellt). to aphJlsicia71's office, or until it is 

10 another pharmacy pursuant to an evergreen trans[erre.d or distributed 10 another T2.harmafJ!... 
agreement. In the latter scenario, the 
compounding pharmacist has no control over "the 
CSP after it has left the pharmacy where the 
compounding occurred. If the CSP isn't stored 
properly (e.g. storing at room temp instead of 

Page] ofS 



Proposerl 
Language 
CilatiOIl Ii & 
Page # 

Concern 

under refrigeration)' the compounding pharmacist 
would have no knowledge of this; thus !slhe 
should not be the responsible party. Rather, 'the 
pharmacist in charge of the receiving pharmacy 
should be the responsible party.. 

Recommended Change 
Wording:in plain text represent proposed BOP language 

Wording in italics is proposed language by KJ> 
Text marked by ef0SS0Uts designate proposed deletions. 

Priority 

1735.8 (e) 
Page 7 of 16 

1751.3{a)(2) 
Page 10 of 
16 

This language appears to be directed towards 
compounding from non-FDA approved 
ingredients. It is inappropriate for compounding 
sterile prodUCtS from sterile FDA approved 
ingredien1s. When preparing sterile products from 
FDA approved sterile ingredients, a quality 
as.surance pJan should only require written 
standards for visual checks 01 the -final product. 

As proposed, this language requires -that the 
labels of sterile injectable products display the 
recommended rate of administration. The 
recommended rale of administration on a product 
label can be unhelpful and incorrect. There are 
two common scenarios to support this point. 

1. Due to dynamic patient clinical needs, 
physicians frequently order broad dosage ranges 
of vasoactive drugs, which result in equally broad 
ranges of administration rates. 
8<ample: a physician orders dopamine to be 
infused at a dose of 10 to 20 mcg/kg/min for a 
70 Kg patient in order to maintain systolic blood 
pressure above a certain value. The pharmacy 
dispenses dopamine 800mg in D5W 250mL. 
According to the proposed language in this 
section, the product label would display an 

. . 

17,ere should be a statement that exempts the preparation of 
products from FDA approved illgredifmts from subsection (e/. 

(2) Labeling of the sterile injectable product based on the 
intended route ofadministration. and rccrunnlCuded mtc of 
admin:istrotioD:; Facility policies shall state the circwl1stwlces 
whereby it is appropriate (0 display recommended rates of 
administration or duration ofmedication infusions. 

High 

high 
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Propnscd Concern Recommended Change Priority 
Language Wording in plain text represent proposed BOP language
CilntioI1 fi & 
pageii Wording in italics is proposed language by KP 

Text marked by efOOSEmts designate proposed deletions. 

administration raie ot 13 to 26 mLlhour ­ a two­
fold range which is not helpful to the nurse 
administering the drug. 

2. Physicians otten order frequent rate 'changes 
"for other products, such as I.V. maintenance 
"fluids and anticoagulants. 
If the pharmacy dispenses a product with a label 
displaying the initially ordered rate, and if the 
physician orders a rate change two hours later, 
the administration rate information in the product 
label becomes incorrect {and potentially 
misleading). In these cases, the initial 
administration rate on the product label would be 
considered incorrect the moment a physician 
orders a rate change. 

Nurses are instructed to use medication 
administration records or flow she{lts 10 keep 
track of the most current administration rate for 
these "types of products. On the other hand, 
there are some compounded products for which 
the ordered administration rate will not change, 
and the administration rate or infusion time is 
useful on product labels (eg. Cefs-wHn 1 gram in 
D5W 100 mL; infuse over 30 minutes). This 
information is commonty displayed on product 
labels because it improves the clarity and 
completeness. Inpatient pharmacies should have 
policies regarding the content of medication 
labels, including when it is appropriate to display 
the administration rate. 

1751.4 (d) This language, describing "the cleaning frequency Proposed change to lan.:.cruage: high 
Page 11 of of ceilings, walls, etc previously applied to sterile 
16 preparations compounded from non-sterile 

ingredients. The weekly cleaning frequency as 
described is excessive and unnecessary for sterile 
preparations compounded from sterile 

Exterior workbencb surfaces and other hard surfaces in the 
designated area, such as walls, floors, ceilings, shelves, tables, 
and stools, must be disinfected weekly mOlllh(v and after any 

Page 3 of5 1012912008 
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Wording in plain text represent proposed BOP language 

Wording in italics is proposed language by KP 
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PIiority 

ingredients, however. unanticipated event that could increase the risk 0 f 

If 1he BOP intends for the title of -this section to 
cODtamination. 

1751.4(e) 
Page 11 of 
16 

read, "Facility and Equipment S1andards for 
Sterile Injectable Compounding ", then this 
language must change. 
This language appears to recognize laminar air 
110w hoods (presumably biological safety 
cabinets) as the appropriate equipment for 
prepara1ion of parenteral cy1otoxic agents. Barrier 
isolators are recognized by the American Society 
of Health-Systems Pharmacists and the USP as 
appropriate equipment as well. The use of barrier 
isolators should be stated in this subsection. 

P.h.armacies preparing parenteral cytotoxic agents shall be do 
so in accordance with Section 4-11 06 (b) of Title 24 of the 
California Administrative Code, requiring a larnioar air flow 
hood or baJ1ier iso/afor. The hood or isolator mllsl be certified 
annually by a qualified technician who is familiar with the 
methods and procedures for certifying laminar air flow hoods 
and clean room requirements, in accordanceMth NationaJ 

mediwn 

Sanitation Foundation Standard 49 for Class TI (Laminar Flow) 
Biohazard Cabinetry, as revised .May, 1983 (available from the 
National Sanitation Foundation, 3475 Plymouth Road, P.O. 
Box 1468, Ann Arbor, :rvfichigan 48106, phone number (313) 
769-801 0) or manufacturer's specifications. 
Certification records must be retained for at least 3 years. 
Authority cited: Sections 4005 and4127, Business and 
Professjons 

1751.7 (d) 
Page 16 of 
16 

As proposed, this language appears to 
reintroduce end product sterility testing for CSPs 
made trom sterile ingredients using aseptic 
transfers, This is of no value and must be 
deleted. 

Delete this proposed language: 
Bate-It fffosHeoo steflle to sterile tffifl:5fefs shBll: be ffij:~ee~ te 
pefieEl:ie ~estffi:g threttgb Pfeeess ,,.tiliOOtiefi fef s~efil:it:y as 
detennined by the phlmnflcist-in: ebarge and described itHfie 
?;TIttcn policiC3 ffild proeeaures. 

mgb 

If the BOP intended for subdivision (dl to apply to 
non-sterile to sterile compounding, it should be Insert this ~ouage excerpted from current 1751.7 (b): 
stated explicitly. Each individual involved in the preparotion of sterile injectable 

If the BOP intended this language to apply to 
sterile 10 sterile compounding, existing 1751.7 
(b) describes the appropriate process very well 
and should be retained. 

products must .'il/ccessfally complete a validation 
process on technique before being allowed fa prepare sterile 
InjeClable prodrlcls. The validation process shall be canied 
0111 in the .sume manner as nOl71UJ.l prod!u:tion, excepf that an 
approprinte microbiologiml growth mediwl1 iE used in place 
of tlre actual prodllct used during sterile prepnration. The 
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validation process shall be representative ofall types of 
manipulations, products and baIch sizes the individual is v.pected 
to prepare. The same personnel, procedures, eqrIipmen1, and 
materials are involved. Completed medium samples must be 
incubated. lfmicrobial growtJl is detected, then the sterile 
preparation process niust be evaluated, corrective action taken, and 
the validation process repealed. Personnel competrmcy must be 
revalidated at least every twelve months, whenever the qualify 
assumnce pragrom yields an unacceptable result, when the 
cOnlpolllJ11ing process changes, equipment 113ed in the 
compounding of sterile in.jectable dmg products is repaired or 
replaced, the facility is modified in a manner that ajJec/s aitflow or 
tmffic pattems, or whenever improper aseptic techniques are 
observed. Revalidation must be documenfed. 
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Attachment A-3 

Specific Language to Amend Title 16 CCR Section 1773 

And Add Title 16 CCR Section 1773.5 


Ethics Course 


Amend Section 1773 to Division 17 of Title 16 ofthe California Code of Regulations to read as 

follows: 

§ 1773. Disciplinary Conditions of Probation of Pharmacist. 

(a) Unless otherwise directed by the Board in its sole discretion, any pharmacist who is serving a period 
of probation shall comply with the following conditions: 

(1) Obey all laws and regulations substantially related to the practice of Pharmacy; 
(2) Report to the Board or its designee quarterly either in person or in writing as directed; the report 
shall include the name and address of the probationer's employer. If the final probation report is not 
made as directed, the period of probation shall be extended until such time as the final report is 
made; 
(3) Submit to peer review if deemed necessary by the Board; 
(4) Provide evidence of efforts to maintain skill and knowledge as a pharmacist as directed by the 
Board; 
(5) Inform all present and prospective employers of license restrictions and terms of probation. 
Probationers employed by placement agencies must inform all permittees in whose premises they 
work of license restrictions and terms of probation. 
(6) Not supervise any registered interns nor perform any of the duties of a preceptor; 

(7) The period ofprobation shall not run during such time that the probationer is 
engaged in the practice of pharmacy in a jurisdiction other than California. 

(b) If ordered by the Board in an administrative action or agreed upon in the stipulated settlement of an 
administrative action, any registered pharmacist who is serving a period of probation shall comply with 
any or all of the following conditions; 

(1) Take and pass all or any sections of the pharmacist licensure examination and/or attend 
continuing education courses in excess of the required number in specific areas of practice if 
directed by the Board; 
(2) Provide evidence of medical or psychiatric care if the need for such care is indicated by the 
circumstances leading to the violation and is directed by the Board; 
(3) Allow the Board to obtain samples of blood or urine (at the pharmacist's option) for analysis at 
the pharmacist's expense, if the need for such a procedure is indicated by the circumstances leading 
to the violation and is directed by the Board; 
(4) If and as directed by the Board, practice only under the supervision of a pharmacist not on 
probation to the Board. The supervision directed may be continuous supervision, substantial 
supervision, partial supervision, or supervision by daily review as deemed necessary by the Board for 
supervision, partial supervision, or supervision by daily review as deemed necessary by the Board for 
the protection ofthe public health and safety. 
(5) Complete an ethics course that meets the requirements of section 1773.5. 

(c) When the circumstances of the case so require, the Board may impose conditions of probation in 
addition to those enumerated herein by the terms of its decision in an administrative case or by 
stipulation of the parties. 

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4300, Business and 
Professions Code. 

Deletions to the regulatory text are indicated by double strike-through, thus: €J@1@1@€J lii~gSliigl!!. Additions to the 
regulatory text are indicated by a double underline, thus: added language. 



Add Section 1773.5 to Division 17 of Title 16 of the California Code of Regulations to read as 
follows: 

§ 1773.5 Ethics Course Required as Condition of Probation. 

When directed by the board, a pharmacist or intern pharmacist may be required to complete an ethics 
course that meets the requirements of this section as a condition of probation, license reinstatement or 
as abatement for a citation and fine. Board approval must be obtained prior to the commencement of 
an ethics course. 

a. 	 The board will consider for approval an ethics course that at minimum satisfies the following 
requirements: 

(1) 	 Duration. The course shall consist of a minimum of 22 hours, of which at least 14 are contact 
hours and at least 8 additional hours are credited for preparation, evaluation and assessment. 

(2) Faculty. Every instructor shall either possess a valid unrestricted California professional license 
or otherwise be qualified, by virtue of prior training, education and experience, to teach an 
ethics or professionalism course at a university or teaching institution. 

(3) 	 Educational Objectives. There are clearly stated educational objectives that can be realistically 
accomplished within the framework of the course. 

(4) 	 Methods of Instruction. The course shall describe the teaching methods for each component of 
the program, e.g., lecture, seminar, role-playing, group discussion, video, etc. 

(S) 	 Content. The course shall contain all of the following components: 
(A) 	 A background assessment to familiarize the provider and instructors with the factors 

that led to the prospective candidate's referral to the class. 
(B) 	 A baseline assessment of knowledge to determine the participant's 

knowledge/awareness of ethical and legal issues related to the practice of )5¥HH~i{Si~@ 
pharmacy in California, including but not limited to those legal and ethical issues related 
to the specific case(s) for which the participant has been referred to the program. 

(C) 	 An assessment of the participant's expectations of the program, recognition of need for 
change, and commitment to change. 

(D) 	 Didactic presentation of material related to those areas that were problems for the 
participants based upon the results of the background assessments and baseline 
assessments of knowledge. 

(E) 	 Experiential exercises that allow the participants to practice concepts and newly 
developed skills they have learned during the didactic section of the class. 

(F) 	 A longitudinal follow-up component that includes (1) a minimum of two contacts at 
spaced intervals (e.g., 6 months and 12 months) within one year after course 
completion or prior to completion of the participant's probationary period if probation 
is less than one year, to assess the participant's status; and (2) a status report submitted 
to the division within 10 calendar days after the last contact. 

(6) 	 Class Size. A class shall not exceed a maximum of 12 participants. 
(7) 	 Evaluation. The course shall include an evaluation method that documents that educational 

objectives have been met - e.g. written examination or written evaluation - and that provides 
for written follow-up evaluation at the conclusion of the longitudinal assessment. 

Deletions to the regulatory text are indicated by double strike-through, thus: €iI@lili!H;l18I!llgel8g@. Additions to the 
regulatory text are indicated by a double underline, thus: added language. 



(8) 	 Records. The course provider shall maintain all records pertaining to the program, including a 
record of the attendance for each participant, for a minimum of 3 years and shall make those 
records available for inspection and copying by the board or its designee. 

(9) 	 Course Completion. The provider shall issue a certificate of completion to a participant who has 
successfully completed the program. The provider shall also notify the board or its designee in 
writing of its determination that a participant did not successfully complete the program. The 
provider shall fail a participant who either was not actively involved in the class or demonstrated 
behavior indicating a lack of insight (e.g., inappropriate comments, projection of blame). This 
notification shall be made within 10 calendar days of that determination and shall be 
accompanied by all documents supporting the determination. 

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4300, 
Business and Professions Code. 

Deletions to the regulatory text are indicated by double strike-through, thus: ~@I@t@~ lilH~giiigi!. Additions to the 
regulatory text are indicated by a double underline, thus: added language. 



Attachment A-4 

Specific Language to Add Title 16 CCR Section 1785 

Self Assessment of a Veterinary Food Animal Drug Retailer 


Add Section 1785 to Division 17 of Title 16 ofthe California Code of Regulations to read as 
follows: 

§1785. Self-Assessment of a Veterinary Food-Animal Drug Retailer by the Designated Representative­

in-Charge. 

(a) The designated representative-in-charge of each veterinary food-animal drug retailer as defined 
under section 4041 ofthe Business and Professions Code shall complete a self-assessment ofthe 
wholesaler's compliance with federal and state pharmacy law. The assessment shall be performed 
before July 1 of every odd-numbered year. The primary purpose of the self-assessment is to promote 
compliance through self-examination and education. 
(b) In addition to the self-assessment required in subdivision (a) of this section, the designated 
representative-in-charge shall complete a self-assessment within 30 days whenever: 

(1) A new veterinary food-animal drug retailer permit is issued, or 
(2) There is a change in the designated representative-in-charge. The new designated 
representative-in-charge of a wholesaler is responsible for compliance with this subdivision. 
(3) There is a change in the licensed location of a veterinary food-animal drug retailer to a new 
address. 

(c) The components of this assessment shall be on Form 17M-40 entitled "Veterinary Food-Animal Drug 
Retailer Self-Assessment" which is hereby incorporated by reference to evaluate compliance with 
federal and state laws and regulations. 
(d) Each self-assessment shall be kept on file in the licensed premises for three years after it is 
completed. 
(e) The veterinary food-animal drug retailer is jointly responsible with the designated representative-in­
charge for compliance with this section. 

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4022.5,4201, and 
4196 Business and Professions Code. 
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California State Board of Pharmacy 
1625 North Market Boulevard, Suite N219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMERS SERVICES AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLDSCHWARZENEGGER,GOVERNOR 

VETERINARY FOOD-ANIMAL DRUG 

RETAILER SELF ASSESSMENT 


All legal references used throughout this self-assessment form are explained on Page 17 
All references to "drugs" throughout this self-assessment refer to dangerous drugs and 
dangerous devices as defined in Business & Professions Code (B&P) section 4022. 
(htip:llwww.pharmacy.ca.gov/laws regs/lawbook.pdf) Dangerous drug or dangerous device 
means any drug or device unsafe for self-use in humans or animals. 

Definitions: 
"Veterinary Food-Animal Drug Retailer" (vet retailer) is an area, place or premises, other 

than a pharmacy that holds a valid license from the California State Board ofPharmacy as a 
wholesaler and, in and from which veterinary drugs for food-producing animals are dispensed 
pursuant to a prescription from a licensed Veterinarian. It is a separate and additional license 
from a wholesaler license. Veterinary food-animal drug retailer includes but is not limited to any 
area, place or premises described in a permit issued by the board wherein veterinary food-animal 
drugs (as defined in Business & Professions Code section 4042) are stored, possessed, or 
repackaged, and from which veterinary drugs are furnished, sold, or dispensed at retail pursuant 
to a prescription from a licensed veterinarian. 

'Veterinary Food-Animal Drugs" include any drug to be used in food-producing animals 
bearing the legend "Caution: federal law restricts this drug to use by or on the order of a licensed 
veterinarian" or words of similar import. Also included is any drug as defined in Section 14206 
of the Food and Agriculture Code that is used in a manner that would require a veterinary 
prescription. 

Veterinary Food-Animal Drug Retailer Name

Address

Phone

E-mail address (optional)

Ownership: Please mark one 

o Sole owner Partnership Corporation  LLC 

o Non-licensed owner o other (please specify) __________ 

CA Veterinary Food-Animal Drug Retailer Permit # Expiration Date

CA Wholesaler Permit # Expiration Date

______  ____ 

 _______  _________ 

17M-40 
lofl8 

http:www.pharmacy.ca.gov


DEA Registration # __________  ________ 


___________ 


 _____ ______ '---____  _____ 


 __________ 


 _____  _______ 


___________--- ______  ______ 

 ___________ _____-: _____ 

Expiration Date

Date of most recent DEA Inventory

Hours: Daily Sat.  Sun 24 hours

Designated representative-in charge (DRIC) /pharmacist (RPH)

DRIC License # / RPH License #  Expiration Date

Licensed Veterinary Food-Animal Drug Retailer Staff (designated representative (DRep, 

pharmacist): 


l. -'DRepIRPH# Exp. Date

2. DRep/RPH# Exp. Date

17M-40 
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--- --------------------------------

----

Please mark the appropriate box for each question. If "NO," enter an explanation on the 
"CORRECTIVE ACTION OR ACTION PLAN" lines at the end of the section. Ifmore 
space is needed, add additional sheets. 

1. Ownership/Location 

Yes No NIA 

DDD 	

DDD 	

DDD 	

DDD 	

DDD 
DDD 
DDD 
DDD 

Review the current veterinary food-animal drug retailer permit for this business. 
Are the listed owners correct and is the listed address correct? If either is 
incorrect, notify the board in writing. (B&PC 4196 [a] [d]) 
Attach a copy of the notification letter to the board to this document. 

CORRECTIVE ACTION OR ACTION PLAN _______________ 

2. Facility 

Yes No NIA 

Are only pharmacists, intern pharmacists, designated representatives, and 
authorized officers of the law, or a person authorized to prescribe, permitted in the 
area place or premises described in the permit as a veterinary food-animal drug 
retailer without supervision? (B&P 4196[c]) 

Is a pharmacist or designated representative responsible for any person who enters 
the premises for clerical, inventory control, housekeeping, delivery, maintenance, 
or similar functions related to the business of a veterinary food animal drug 
retailer? (B&P 4196[c]) 

Are all veterinary food-animal drugs stored in a secure, lockable area? (B&P 
4197[a][1]) 

Premises, Fixtures and equipment: (B&P 4197[a] [2]) 

Fixtures and equipment -Clean and orderly 

Premises -dry 

Premises - well ventilated 

Premises - Adequately lighting 

CORRECTIVE ACTION OR ACTION PLAN

17M-40 
30f18 DRIC Initials 



3. Designated Representative-in-Charge/Owner Responsibilities 

Yes No N/A 

Are the owner and the designated representative-in-charge both equally 
responsible for maintenance of the records and inventory? (B&P 4081 [bJ) 

Is the designated representative-in-charge responsible for the veterinary food­
animal drug retailer's compliance with all state and federal laws related to 
practice as a veterinary food-animal drug retailer? (B&P 4196[dJ). 

Has the owner notified the board within 30 days of the termination of the 
designated representative-in-charge or pharmacist? (B&P 4305.5[aJ) 

Has the owner identified and notified the board ofthe appointment of a new 
designated representative-in-charge within 30 days of the termination of the 
former designatedrepresentative-in-charge? (B & P 4196[d], 4331[b]. The 
appropriate form for this notification is a "Change of Designated Representative­
in-Charge", which is available on the board's web site. 

Has any designated representative-in-charge who ends his or her employment at a 
wholesaler, notified the board within 30 days? (B & P 4305.5[c], 4101[b]. This 
notification is in addition to that required of the owner. 

DDD 

DDD 

DDD 

·DDD 

DDD 

CORRECTIVE ACTION OR ACTION PLAN_______________ 


4. Designated RepresentativelPharmacist 

Yes No N/A 

DDD 

DDD 

DDD 

DDD 

DDD 

Does your veterinary food-animal drug retailer operate only when a pharmacist or 
veterinary designated representative is on the premises? (4053 [cJ) 

Is the address of the veterinary designated representative(s) current on their 
printed permit? (B&P4100,1704) 

If a veterinary designated representative or pharmacist changes hislher name or 
personal address of record, he/she will notify the board in writing within 30 days? 
(B&P 4100, CCR 1704) 

A pharmacist or veterinary retailer designated representative only dispenses drugs 
for use on food-producing animals on the basis of a written, electronically 
transmitted or oral order received from a licensed veterinarian? (CCR 1780.1 [dJ) 

Only a pharmacist or the veterinary designated representative receives an oral 
order for a veterinary food-animal drug from the veterinarian? (CCR 1780.1 [d]) 

17M-40 
4 of 18 DRIC Initials -- ­



--- 

Yes No N/A 

DDD 	 A written copy of any oral prescription is sent or electronically transmitted to the 
prescribing veterinarian within 72 hours? (CCR 1780.1 [d]) 

CORRECTIVE ACTION OR ACTION PLAN _______________ 

5. Ordering Drugs by this Business for Future Sale/Transfer or Trade 

Yes No N/A 

DDD 	 Are drugs ordered only from a business licensed by this board or from a licensed 
manufacturer? (B&P 4163[b], 4169) 

CORRECTIVE ACTION OR ACTION PLAN ______________ 

6. Receipt of Drugs by this Business 

Yes No N/A 

DDD 	 When drugs are received by your business, are they delivered to the licensed 
wholesale premises, and received by and signed for only by a designated 
representative or a pharmacist? (B&P 4059.5[a]) 

CORRECTIVE ACTION OR ACTION PLAN _______________ 

7. Drug Stock 

Yes No N/A 

DDD 	

DDD 	

DDD 	

Is all drug stock open for inspection during regular business hours? (B&P 
4081 [a]) 

Do all drugs you sell conform to the standards and tests for quality and strength 
provided in the latest edition of United States Pharmacopoeia or Sherman Food 
Drug and Cosmetic Act? (B&P 4342[a]) 

If dangerous drugs, legend drugs or extra label use drugs are returned to the 
veterinary food-animal drug retailer from a client are they treated as damaged or 
outdated prescription drugs and stored in the quarantine area specified in 
California Code of Regulations section 1780(3)(1) and are not returned to stock, 
or dispensed, distributed or resold? (CCR 1780.1) 

17M-40 
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CORRECTIVE ACTION OR ACTION PLAN _______________ 


8. Prescription Dispensing 

Yes No N/A 

DDD 	

DDD 	

DDD 	

DDD 	

DDD 	

DDD 
DDD 
DDD 
DDD 

DDD 	

Are dangerous drugs and extra label use drugs for use on food producing animals 
dispensed to clients pursuant to a prescription written by a veterinarian? (CCR 
1780.1[a][dD 

Are dangerous drugs, and extra label use drugs prepared and labeled by a 
pharmacist or designated representative only? (CCR 1781.1 [dD 

A veterinarian's prescription for a food-producing animal can only be refilled if 
the initial prescription issued indicated a specific number of refills. If no refills 
are indicated on the initial prescription, no refills may be dispensed. Instead a 
new prescription must be obtained from the veterinarian? (CCR 1780.1 [g] [1 D 

No veterinary food-animal drug prescriptions are refilled over six months from 
the date of issuance of the initial order? (CCR 1780.1 [g][2]) 

Are prescriptions partially filled? If unable to fill the full quantity of drugs 
prescribed, fill and ship a portion of the order, so long as the full quantity is 
shipped within 30 days? (CCR 1780.1 [jD 

When partially filling a prescription, does the pharmacist or veterinary designated 
representative note the following information on the written prescription for each 
date the drugs are shipped: (CCR 1780.1 [j]) 

Quantity shipped? 

Date shipped? 

Number of containers shipped? 

If multiple containers, each container must be sequentially numbered? 

If unable to fill the full quantity of a prescription within 30 days, has a new 
veterinarian's prescription been written to fill the remainder of the drugs 
originally prescribed? (CCR 1780.1[jD 

CORRECTIVE ACTION OR ACTION PLAN ______________ 
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9. Prescription Labeling 

Yes No N/A 

DDD 	

DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 	

DDD 	

Does only a pharmacist or veterinary designated representative prepare and affix 
the label to a veterinary food-animal drug product? 

Pursuant to a veterinarian's prescription, are prescription labels affixed to all drug 
containers that include: (CCR 1780.1[h][1-14]) 

Active ingredients or the generic name(s) of the drug? 

Manufacturer of the drug? 

Strength of the drug dispensed? 

Quantity of the drug dispensed? 

Name of the client? 

Species of food-producing animal for which the drug is described? 

Condition for which the drug is prescribed? 

Directions for use? 

Withdrawal time? 

Cautionary statements, if any? 

Name of the veterinarian prescriber? 

Date dispensed? 

Name and address of the veterinary food-animal drug retailer? 

Prescription number or another means of identifying the prescription? 

If an order is filled in multiple containers, a sequential numbering system 
to provide a means to identify multiple units if shipped to the same client 
from the same prescription? (container 1 of 6, container 2 of 6) 

Manufacture's expiration date? 

CORRECTIVE ACTION OR ACTION PLAN ______________ 

10. Repackaging 

Definition - Repackaging within the meaning ofB&P 4041 means that a veterinary food­
animal drug retailer may break down case lots of dangerous drugs as described in 4022(a) 
or extra label use drugs, so long as the seals on the individual containers are not broken. 

Yes No N/A 

DDD 	 Are only sealed original manufacturer's containers labeled for distribution to 
clients? Veterinary retailers or wholesalers cannot open a container and count out 
or measure out any quantity of a dangerous legend or extra label use drug. (CCR 
1780.1 [b]) 
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CORRECTIVE ACTION OR ACTION PLAN ______________ 


11. Sale or Transfer of Drugs by this Business 

Yes No N/A 

DDD 	

DDD 	

DDD 	

DDD 	

DDD 	

DDD 	

DDD 
DDD 

DDD 

DDD 

Are all dangerous drugs and extra label drugs that are sold, only sold pursuant to a 
prescription issued by a veterinarian to a veterinarian's client for use on food­
producing animals? (CCR 1780.1[aJ) 

No dangerous drugs or extra label drugs are sold, traded or transferred at 
wholesale by the veterinary retailers? (B&P 4041) 

Are practices in place to prevent dangerous drugs from being sold, traded or 
transferred if the vet retailer or wholesaler knew or reasonably should have known 
the drugs were adulterated as defined by CA Health & Safety Code section 
111250, misbranded as defined by CA Health & Safety Code section 111335, or 
beyond the use date on the label? (B&P 4169[aJ) 

List any incidents where adulterated, misbranded or expired drugs were 
purchased, sold, traded or transferred by this business in the past 2 years. 

Do your advertisements for dangerous drugs or devices contain false, fraudulent, 
misleading or deceptive claims? (B&P 4341, 4651, CCR 1766) 

Do you offer any rebates, refunds, commissions or preferences, discounts, or 
other considerations for referring clients? If your business has any of these 
arrangements, please list with whom? (B&P 650) 

If your business sells, transfers or delivers dangerous drugs outside of California, 
either to another state within the United States or a foreign country, do you 
comply with: 

All CA pharmacy and veterinary laws related to the distribution of drugs? 

The pharmacy law and veterinary laws ofthe receiving state within the 
United States? 

The statutes and regulations of the Federal Food and Drug Administration 
and the Drug Enforcement Administration? 

All laws of the receiving foreign country related to drugs for food 
producing animals? 
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Yes No N/A 

All applicable federal regulations regarding the exportation of dangerous 
drugs? 

Describe how you determine a client in a foreign country is authorized to receive 
dangerous drugs or dangerous devices. (B&P 4059.5[e]) 

DDD 

CORRECTIVE ACTION OR ACTION PLAN______________ 


12. Delivery of Drugs 

Yes No N/A 

DDD 	 Upon delivery of appropriately labeled prescription drugs or extra label drugs to a 
client, pursuant to a veterinarian's prescription, do you obtain the signature of the 
client, or the client's agent, on the invoice with notations of any discrepancies, 
corrections or damage? (CCR 1780.1 [k]) 

CORRECTIVE ACTION OR ACTION PLAN ______________ 

13. Controlled Substances 

Yes No N/A 

DDD 	 If a controlled substance is dispensed, are the labels on the containers 
countersigned by the prescribing veterinarian before being provided to the 
client? (CCR1780.1[e]) 

Note: Please refer to "Controlled Substances" section of the Wholesaler Self Assessment 
for additional controlled substance statutes, regulations, and requirements your business 
must follow 

CORRECTIVE ACTION OR ACTION PLAN 

14. Consultant Pharmacist 

Yes No N/A 

DDD Does your consulting pharmacist assure compliance with all statutes and 
regulations governing veterinary food-animal drug retailers? (B&P 4198[e]) 
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Yes No N/A 

DOD 	

DDD 
DDD 

DOD 

DDD 

Does your consultant pharmacist visit routinely, but at least quarterly? (B&P 
4198[eJ) 

Does your consultant pharmacist: (B&P 4198 [eJ) 

Review and revise policies and procedures? 

Assure compliance with state and federal statutes and regulations for 
labeling, storage and dispensing of veterinary food-animal drugs? 

Provide a written report twice yearly certifying whether or not the 
veterinary food-animal drug retailer is operating in compliance with the 
requirements of this chapter? 

Are these written reports readily available for inspection upon request? 

CORRECTIVE ACTION OR ACTION PLAN ______________ 

15. Designated Representative Training. 

Yes No N/A 

DOD Does your business prepare and maintain records of training and demonstrated 
competence for each individual employed or retained by you? (B&P 4198[bJ) 

Are records of training and demonstrated competence for each employee 
maintained for 3 years after the last date of employment? (B&P 4198[bJ) 

DDD 

CORRECTIVE ACTION OR ACTION PLAN. ___________ 

16. Quality Assurance Program 

Does your business have an ongoing, documented quality assurance program, 
which includes but is not limited to: (B&P 4198 [cJ) 

Yes No N/A 

DDD 
DDD 
DDD 
DDD 

Monitoring personnel performance? 


Storage of veterinary food-animal drugs? 


Maintenance of equipment? 


Dispensing of veterinary food-animal drugs? 


CORRECTIVE ACTION OR ACTION PLAN_______________ 


17M-40 
10 of 18 DRIC Initials 



--- 

17. Policies and Procedures 

Does your business maintain and adhere to policies and procedures for: (B&P 
4198) 

Yes No N/A 

DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 
DDD 

Handling of veterinary food animal drugs? 

Dispensing of veterinary food animal drug? 


Staff training records? 


Cleaning of equipment? 


Storage and maintenance of veterinary food -animal drugs? 


Storage and maintenance of equipment? 


Record keeping requirements? 


Storage requirements? 


Security requirements? 


Quality assurance? 


CORRECTIVE ACTION OR ACTION PLAN ______________ 


18. Record Keeping Requirements 

Purchase and Sales Records 

Yes No N/A 

DDD 	

DDD 	

DDD 	

DDD 	
Yes No N/A 

DDD 	

DDD 
DDD 
DDD 

Are all records of acquisition and disposition of dangerous drugs, retained on the 
premises, open for inspection, during regular business hours? (B&P 4081, 4332, 
CCR 1718) 

Are all prescription documents and other disposition records for dangerous drugs 
or extra label use drugs dispensed by a vet food-animal drug retailer kept on file 
and maintained on the premises for 3 years? (B&P 4198[b]) 

Are all records of prescription refills retained by your business on the premises 
for 3 years? (CCRI780.1[I], B&P 4081 [a], 4332) 

Are all purchase and sales records retained in a readily retrievable form? (B&P 
4105[aJ) 

Are records of shipment of labeled dangerous drugs to clients (also known as an 
expanded invoice) included in the client's shipment? This document includes: 
(CCRI780.1 [iJ) 

Drug name? 

Quantity shipped? 

Manufacturer's name and lot number? 
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Yes No N/A 

DDD 
DDD 

DDD 

DDD 

Date of shipment? 

Name of the pharmacist or vet retailer exemptee who is responsible for the 
distribution? 

Are copies of the records of shipment (also known as the expanded invoice) 
distributed to the prescribing veterinarian? (CCR 1780.1 [i]) 

Are copies of the records of shipment (also known as the expanded invoice) of 
labeled dangerous drugs retained by your business for 3years? (CCR 1780.1 [I]) 

Inventory 

Yes No N/A 

DDD 	 Is a current, accurate inventory maintained for all dangerous drugs (B&P 4081 raJ, 
CCR 1718) 

Consultant Pharmacist 
Yes No N/A 

DDD 	 Are consultant pharmacist semi -annual reports retained by your business for 3 
years from the making? (B&P 4198 [e]) 

Quality Assurance 

Yes No N/A 

DDD 	 Is quality assurance documentation retained for 3 years from the making? (B&P 
4198[d]) 

Policies and Procedures 

Yes No N/A 

DDD 	

DDD 	

Are all policies and procedures specified in section 4198(a) maintained for 3 
years from the making? (B&P 4198(b) 

Are all policies and procedures, documents related to the quality assurance 
program, and all records of employee training and demonstrated competency open 
for inspection by authorized officers of the law? (B&P 4198[b]) 

Temporary removal o/records 

Yes No N/A 

DDD 	 If you temporarily remove purchase or sales records from your business, does 
your business retain, on your licensed premises at all times, a photocopy of each 
record temporarily removed? (B&P 4105[b]) 
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Off-site storage waiver 

Yes No N/A 

DDD 

DDD 

DDD 

DDD 

Are required records stored off-site only if a board issued written waiver has been 
granted? (CCR 1707[aD 

If your business has a written waiver, write the date the waiver was approved and 
the off-site address where the records are stored below: (CCR 1707[aD 

Yes No N/A 

If an off-site written waiver is in place, is the storage area secure from 
unauthorized access? (CCR 1707[b][lD 

If an off-site waiver isin place, are the records stored off-site retrievable within 2 
business days? (1707 [b] [1 D 

CORRECTIVE ACTION OR ACTION PLAN _______________ 


19. Reporting Requirements to the Board 

Ownership 

Yes No N/A 

DDD 	

DDD 	

DDD 	

I understand this veterinary retailer license is not transferable to a new owner. A 
change of ownership must be reported to this board, as soon as the parties have 
agreed to the sale. Before the ownership actually changes, an additional 
application for a temporary permit must be submitted, in addition to an 
application for a permanent new permit, to the board, if the new owner wants to 
conduct business while the board is processing the change of ownership 
application and until the new permanent permit is issued. A company cannot 
transfer the ownership of the business via a contract with another individual or 
business, without the board's approvaL (B&P 4201 [h][I], 4196[b], CCR 1709[bD 

Are transfers, in a single transaction or a series of transactions, of 10% or more of 
the beneficial interest in a business licensed by the board to a person who did not 
hold beneficial ownership interest at the time of the initial permit was issued, 
reported in writing to the board within 30 days of the transaction? (CCR 1709[bD 

Any transfer of a beneficial interest in a business licensed by the board, in a single 
transaction or series of transactions, to a person or entity, which results in the 
transferee holding 50% or more shall constitute of change of ownership and an 
application must be submitted to the board for a change of ownership. (CCR 1709 
[cD 
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Yes No N/A 

ODD 	

DOD 	

ODD 	

ODD 	

When called upon by an inspector, can the business owner or manager, produce 
information indicating the names of the business owners, managers and 
employees and a brief statement of the capacity for each person employed by the 
business? (B&P 4082) 

Veterinarian 

Yes No N/A 

Whenever a veterinary designated representative dispenses to the same client for 
use on the same production class of food-animals, dangerous drugs, or extra label 
use drugs prescribed by multiple veterinarians, does the veterinary designated 
representative contact the prescribing veterinarians for authorization before 
dispensing any drugs? (CCR 1780.1[fJ) 

Are copies of expanded invoices, documenting sales of dangerous drugs, 
distributed to the prescribing veterinarian within 72 hours of dispensing? (CCR 
1780.1 [I]). 

Is a written copy of any oral prescription received by either a pharmacist or 
designated representative of the veterinary food-animal drug retailer sent or 
electronically transmitted to the prescribing veterinarian within 72 hours? (CCR 
1780.1[d]) 

Consultant Pharmacist 

Yes No N/A 

ODD 	

ODD 	

DOD 	

ODD 	

Does the consultant pharmacist provide written certification every 6 months that 
your business is or is not in compliance with all applicable statutes and 
regulation? (B&P 4198[e]) 

Does your business submit the most recent consultant pharmacist report with the 
annual application to renew the veterinary food-animal drug retailer license with 
this board? (B&P 4198[e]) 

Designated Representative in Charge/Designated Representative 

Yes No N/A 

ODD 	

If a designated representative-in-charge terminates employment at this business, 
does the business notify the board within 30 days of the termination? (B&P 
4101 [b], 430S.S[c]) 

When a veterinary designated representative leaves the employ of a veterinary 
food-animal drug retailer, would the business owner immediately return the 
exemptee license to the Board of Pharmacy? (CCR 1780.1 [1]) 

When a designated representative in charge terminates employment at this 
business, does the designated representative in charge notify the board within 30 
days of the termination.? This requirement is in addition to the requirement for 
the owner to notify this board. (B&P 4101 [c]) 
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Discontinuation ojBusiness 

Yes No N/A 

DDD 

DOD 

I understand if this business is discontinued, the owner must notify the board in 
writing before the actual discontinuation of business? (CCR 1708.2). 

I understand the owner of this business must immediately notify the board in 
writing if any assignment is made for the benefit of creditors, if the business 
enters into any credit compromise arrangement, files a petition in bankruptcy, has 
a receiver appointed, or enters into liquidation or any other arrangement that 
might result in the sale or transfer of drugs? (CCR 1705) 

Controlled substances (if applicable) 

Yes No N/A 

DDD 	 Does the owner report to the board within 30 days of discovery, any loss of 
controlled substances, including amounts and strengths of the missing drugs? 
(CCR 1715.6) 

DDD 	 Does the owner notify the DEA, on a DEA form 106, of any theft or significant 
loss of controlled substances upon discovery? (CFR 1301.74[cD 

DDD 	 Do your employees know about their obligation to report any known diversion or 
loss of controlled substances to a responsible person within your business? (CFR 
1301.91) 

Yes No N/A 

DDD 	 Ifthe business holds a DEA registration, does the owner understand the 
requirement to notify the DEA promptly of the discontinuation of the business 
and all unused DEA 222 order forms must be returned to the DEA? 
(CFR1301.52[a],1305.14) 

CORRECTIVE ACTION OR ACTION PLAN ______________ 

20. Additional LicenseslPermits Required 

List all licenses and permits required to conduct this business, including local 
business licenses, wholesaler licenses held in other states, permits or licenses 
required by foreign countries or other entities (B&P 4107, 4059[a], CFR 
1305.11 [aD 
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Designated Representative-in-ChargelPharmacist Certification: 

Legal References used in the self-assessment forms (California Code of Regulations [CCR], Title 16 and 
Title 24, and Business and Professions Code [B&P], Chapter 9, Division 2) can be found in the California 
Pharmacy Law (below) or visit the Board of Pharmacy Web site at www.pharmacy.ca.gov under California 
Pharmacy Law and Index. 

The Health and Safety Code (H&SC), Division 10, Uniform Controlled Substances Act is also in the 
California Pharmacy Law (below) or you can visit the Board of Pharmacy Web site at 
www.pharmacy.ca.gov under California Pharmacy Law and Index. 

California Code of Regulations (CCR), Chapter 1, Division 5, Title 22, and other references can be found 
in the California State Law Library or county law libraries. 

Code of Federal Regulations (CFR), Title 21, Chapter II, Drug Enforcement Administration, may be found 
at www.dea.gov. 

California Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento CA 95834 
(916) 574-7900 
fax: (916) 574-8618 
www.pharmacy.ca.gov 

California Pharmacy Law may be obtained by 
contacting: 
Law Tech 
1060 Calle Cordillera, Suite 105 
San Clements CA 92673 
(800) 498-0911 Ext. 5 
www.lawtech-pub.com 

Pharmacist Recovery Program 
(800) 522-9198 (24 hours a day) 

Atlantic Associates, Inc. (CURES) 
Prescription Collection 
8030 S. Willow Street, Bldg. III, Unit 3 
Manchester NH 03103 
Phone: (888) 539-3370 
Fax: 877-508-6704 

Bureau of Narcotic Enforcement 
Security Prescription and CURES Programs 
1102 Q Street, 6th FI. 
Sacramento, CA 95817 
(916) 319-9062 
Fax: (916) 319-9448 
http://www.ag.ca.gov/bne 

CURES Patient Activity Report Request Forms: 
http://www.ag.ca.gov/bne/trips.php

PRESCRIBER BOARlJS: 

Medical Board of California 
1426 Howe Avenue, Suite 54 
Sacramento CA 95825 
(800) 633-2322 
(916) 263-2499 
Fax: (916) 263-2387 
http://www.mbc.ca.gov 
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Dental Board of California 
1432 Howe Ave. #85 
Sacramento, CA 95825 
(916) 263-2300 
fax: (916) 263-2140 
http://www.dbc.ca.gov 

Board of Registered Nursing 
1625 N. Market Blvd., Suite N217 
Sacramento, CA 95834 
(916) 322-3350 
fax: (916) 574-8637 
http://www.rn.ca.gov/ 

Board of Optometry 
2420 Del Paso Road, Suite 255 
Sacramento, CA 95834 
(916) 575-7170 
fax: (916) 575-7292 
http://www.optometry.ca.gov/ 

Osteopathic Medical Board of California 
2720 Gateway Oaks Drive, #350 
Sacramento, CA 95833 
(916) 263-3100 
fax: (916) 263-3117 
http://www.ombc.ca.gov 

Physician Assistant Committee 
1424 Howe Avenue, #35 
Sacramento, CA 95825 
(916) 561-8780 
fax: (916) 263-2671 
http://www.physicianassistant.ca.gov 

Board of Podiatric Medicine 
1420 Howe Avenue, #8 
Sacramento, CA 95825 
(800) 633-2322 
(916) 263-2647 
fax: (916) 263-2651 
http://www.bpm.ca.gov 

Veterinary Medical Board 
1420 Howe Avenue, #6 
Sacramento, CA 95825 
(916) 263-2610 
fax: (916) 263-2621 
http://www.vmb.ca.gov 

FEDERAL AGENCIES: 

Food and Drug Administration 
- Industry Compliance 
http://www.fda.gov/oc/industry/centerlinks.html# 
drugs 

The Drug Enforcement Administration may 
be contacted at: 

DEA Website: 
http://www.deadiversion.usdoj.gov 

Online Registration - New Applicants: 
http://www.deadiversion.usdoj.gov/drugreg/reg_ 
apps/onlineforms_new. htm 

Online Registration - Renewal: 
www.deadiversion.usdoj.gov/drugreg/reg_apps/ 
onlineforms.htm 

Registration Changes (Forms): 
http://www.deadiversion.usdoj.gov/drugreg/ 
change _req uestslindex. html 

DEA Registration Support (all of CA): 
(800) 882-9539 

Online DEA 106 Theft/Loss Reporting: 
https://www.deadiversion.usdoj.gov/webforms/ 
app106Login.jsp 

Online DEA 222 Controlled Substance 
Ordering System (CSOS): 
http://www.deaecom.gov/ 

DEA - Fresno 
2444 Main Street, Suite 240 
Fresno, CA 93721 
Registration: (888) 304-3251 or 
(415) 436-7900 

Diversion or Investigation: (559) 487-5402 


DEA - Los Angeles 
255 East Temple Street, 20th Floor 
Los Angeles CA 90012 
(888) 415-9822 or (213) 621-6960 (Registration) 
(213) 621-6942 or 6952 

(Diversion or Investigation) 


DEA - Oakland 
1301 Clay Street, Suite 460N 
Oakland, CA 94612 
Registration: (888) 304-3251 or 
(415) 436-7900 

Diversion or Investigation: (510) 637-5600 
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DEA - Redding 
310 Hensted Drive, Suite 310 

Redding, CA 96002 

Registration: (888) 304-3251 or 

(415) 436-7900 

Diversion or Investigation: (530) 246-5043 


DEA - Riverside 
4470 Olivewood Avenue 

Riverside, CA 92501-6210 

Registration: (888) 415-9822 or 

(213) 621-6960 

Diversion or Investigation: (909) 328-6000 or 

(909) 328-6200 


DEA - Sacramento 
4328 Watt Avenue 

Sacramento CA 95821 

Registration: (888) 304-3251 or 

(415) 436-7900 

Diversion or Investigation: (916) 480-7100 or 

(916) 480-7250 


DEA - San Diego and Imperial Counties 
4560 Viewridge Avenue 

San Diego, CA 92123-1637 

Registration: (800) 284-1152 

Diversion or Investigation: (858) 616-4100 
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Attachment A-S 

Specific Language to Add Section 1751.8 

Accreditation Agencies for Pharmacies that Compound 


Injectable Sterile Drug Products 


Add Section 1751.8 to Division 17 of Title 16 ofthe California Code of Regulations to read as 
follows: 

§1751.8 - Accreditation Agencies for Pharmacies that Compound Injectable Sterile Drug Products 

(a) 	 Agencies seeking to become approved accrediting agencies for pharmacies that compound 
sterile injectable drugs pursuant to Business and Professions Code section 4127.1. shall provide 

evidence satisfactory to the board that: 
(1) 	 The accrediting agency performs site inspections and re-accreditation reviews of each 

accredited pharmacy at least every three years. 
(2) The standards for granting accreditation and scoring guidelines for those standards reflect 

California law and sound professional practice as established by nationally recognized 
professional or standard-setting organizations. 

(3) The surveyors who perform site inspections possess qualifications necessary to evaluate the 
professional practices subject to accreditation. 

(4) 	The accrediting agency is recognized by at least one California healthcare payors (e.g., 
HMOs, PPOs, PBGH, CaIPERS). 

(5) 	The accrediting agency is able to accredit California and non-resident pharmacies. 
(b) 	 An agency seeking recognition from the board to become an approved accrediting agency must 

submit a comparison of the agency's sterile compounding standards with each of the 
components of this article and other California law regarding sterile injectable compounding. 
The applicant agency's request will not be processed unless the comparison demonstrates the 
agency's standards are in compliance with California Pharmacy Law. 

(c) 	 The board shall consider the length of time the agency has been operating as an accrediting 
agency. 

(d) 	 The board shall be able to obtain access to an approved accrediting agency's report on 


individual pharmacies. 

(e) 	 On an annual basis, no later than July 1 of each year, an approved accrediting agency will 


submit a report to the board listing all board- licensed facilities that have been accredited 

during the past 12 months. 


(f) 	 The board may conduct unannounced inspections of accredited sites to determine ifthe 

licensed facility is in compliance with California law and good professional practice. 


(g) 	 This approval shall be good for a period of three years. Three months before the end ofthe 
approval period, an approved accrediting agency must submit a reapplication to the board for 
continued recognition as an approved accrediting agency. The Board of Pharmacy shall take 
action on a completed application at a scheduled board meeting. 



Attachment A-6 

Specific Language to Amend Sections 1721 and 1723.1 

Dishonest Conduct on a Pharmacist Licensure Examination/Confidentiality 


Amend Section 1721 of Division 17 of Title 16 ofthe California Code of Regulations to read as 

follows: 

.§.1721. Dishonest Conduct During Examination. 

An applicant for examination as a pharmacist who engages in dishonest conduct during the examination 
shall not have that examination graded, shall not be approved to take the examination for twe-Ive 
months three years from the date ofthe incident, and shall surrender his or her intern €af€l.license until 
eligible to take the examination. The applicant may not be issued a pharmacy technician license until 
the applicant is again eligible to take the examination. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Section 4200, Business 
and Professions Code. 

Amend Section 1723.1 of Division 17 of Title 16 of the California Code of Regulations to read as 
follows: 

1723.1. Confidentiality of Examination Questions. 

Examination questions are confidential. Any applicant for any license issued by the board who removes 
all or part of any qualifying examination from the examination room or area, or who conveys or exposes 
all or part of any qualifying examination to any other person may be disqualified as a candidate for a 
license. The applicant shall not be approved to take the examination for three years from the date of 
the incident and shall surrender his or her intern license until again eligible to take the examination. 
The applicant may not be issued a pharmacy technician license until the applicant is again eligible to 
take the examination. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 123 and 496, 
Business and Professions Code. 




